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DEPARTMENT  OF  LABOR 
Employment  Standards  Administration 
20  CFR  Part  718 

Standards  for  Determining  Coal 
Miners’  Total  Disability  or  Death  Due 
To  Pneumoconiosis 

agency:  Employment  Standards 
Administration.  Department  of  Labor. 
action:  Final  rulemaking. 

SUMMARY:  On  April  25, 1978,  the 
Department  of  Labor  published  a  notice 
of  proposed  rulemaking  in  the  Federal 
Register  (43  FR 17722-17732)  which  set 
forth  proposed  procedures  for 
determining  coal  miners’  total  disability 
or  death  due  to  pneumoconiosis.  This 
part  revises  Part  718  to  set  forth  the 
standards  to  be  applied  by  the  Secretary 
of  Labor,  pursuant  to  the  authority 
conferred  upon  him  by  Section  402(f)  of 
Title  IV  of  the  Federal  Mine  Safety  and 
Health  Act  of  1977,  as  amended,  in 
determining  whether  a  coal  miner  is  or 
was  totally  disabled  due  to 
pneumoconiosis  or  died  from 
pneumoconiosis.  This  revised  Part  718 
also  specifies  the  procedures  and 
requirements  to  be  followed  in 
conducting  medical  examinations  and  in 
administering  various  tests  relevant  to 
such  determinations. 

DATE:  The  revision  of  Part  718  is 
effective  March  31, 1981. 

FOR  FURTHER  INFORMATION  CONTACT: 
Eula  Ossofsky,  Chief,  Branch  of  Medical 
Services,  Division  of  Coal  Mine 
Workers’  Compensation,  U.S. 

Department  of  Labor,  Room  C-3516,  200 
Constitution  Avenue,  NW.,  Washington, 
D.C.  20210,  telephone  202-523-6711. 
SUPPLEMENTARY  INFORMATION:  Under 
Title  IV  of  the  Federal  Mine  Safety  and 
Health  Act  of  1977,  as  amended  by  the 
Black  Lung  Benefits  Reform  Act  of  1977, 
(Pub.  L.  95-239),  and  the  Black  Lung 
Benefits  Revenue  Act  of  1977  (Pub.  L. 
95-227),  benefits  are  provided  to  miners 
who  are  totally  disabled  due  to 
pneumoconiosis  and  to  certain  survivors 
of  a  miner  who  died  due  to  or  while 
totally  disabled  by  pneumoconiosis. 
Before  the  enactment  of  the  Black  Lung 
Benefits  Reform  Act  of  1977,  the 
authority  for  establishing  standards  of 
eligibility  for  miners  and  their  survivors 
was  placed  with  the  Secretary  of  Health, 
Education,  and  Welfare.  These 
standards  were  set  forth  by  the 
Secretary  of  Health,  Education,  and 
Welfare  in  subpart  D  of  Part  410  of  this 
title,  and  adopted  by  the  Secretary  of 
Labor  for  application  to  all  claims  filed 
with  the  Secretary  of  Labor. 


Amendments  made  to  section  402(f)  of 
the  Act  by  the  Black  Lung  Benefits 
Reform  Act  of  1977  authorize  the 
Secretary  of  Labor  to  establish  criteria 
for  determining  total  or  partial  disability 
or  death  due  to  pneumoconiosis  to  be 
applied  in  the  processing  and 
adjudication  of  claims  filed  under  part  C 
of  Title  IV  of  the  Act.  Section  402(Q  of 
the  Act  as  amended  further  authorizes 
the  Secretary  of  Labor,  in  consultation 
with  the  National  Institute  for 
Occupational  Safety  and  Health,  to 
establish  criteria  for  all  appropriate 
medical  tests  administered  in 
connection  with  a  claim  for  benefits. 
Section  413(b)  of  the  Act  also  authorizes 
the  Secretary  of  Labor  to  establish 
criteria  for  the  techniques  to  be  used  to 
take  chest  roentgenograms  (X-rays)  in 
connection  with  a  claim  for  benefits 
under  the  Act.  The  Act  as  now  amended 
substantially  alters  the  standards  for 
determining  eligibility  for  benefits, 
modifies  the  evidentiary  requirements 
necessary  to  establish  entitlement  to 
benefits,  eliminates  certain  restrictions 
on  the  filing  of  claims,  establishes 
penalties  to  be  imposed  if  a  coal  mine 
operator  fails  to  meet  its  obligations, 
and  makes  technical,  correcting,  and 
other  administrative,  procedural,  and 
substantive  changes  which  make  it 
necessary  to  completely  revise  Part  718 
of  this  subchapter.  Public  hearings  on 
the  proposed  Part  718  were  held  in 
Washington,  D.C.  on  June  14  and  15, 

1978,  in  Charleston,  West  Virginia  on 
June  20  and  21, 1978,  and  in  Pikeville, 
Kentucky  on  July  10, 1978,  Testimony 
and  written  comments  were  received 
from  individual  black  lung  claimants, 
claimant  representatives,  coal  mine 
operators,  and  coal  mine  construction 
companies  and  their  representatives. 

The  vast  majority  of  comments  received 
were  substantive,  detailed  and  very 
useful  to  the  Department. 

The  Department  has  responded  to  all 
relevant  and  substantive  comments  and 
has  made  changes  in  the  rules  where 
necessary.  Following  each  final  rule  set 
forth,  the  Department  has  responded,  in 
discussion  form,  to  the  comments 
received  and  changes  made  in  the  rules. 
These  discussions  are  entitled 
Comments  received  and  Discussion  and 
changes.  Our  purpose  is  to  respond  to 
all  relevant  and  substantive  comments 
and  to  specify  those  changes  made  in 
the  rules.  Wherever  possible,  comments 
which  are  essentially  similar  are 
considered  together. 

The  discussion  following  each  rule 
contained  in  this  document  shall  not  be 
considered  a  part  of  the  rule  and  will 
not  be  published  in  the  Code  of  Federal 
Regulations. 


A  few  of  the  revisions  made  reflect 
technical,  clarifying,  and  correcting 
changes  felt  necessary  by  the 
Department  of  Labor.  Changes  of  this 
nature  appear  without  additional 
explanation. 

Because  these  rules  impose  new 
requirements  on  the  medical  personnel 
who  provide  services  to  claimants, 
operators  and  the  Department  of  Labor, 

I  find  that  good  cause  exists  to  delay  the 
effective  date  of  these  rules  for  30  days 
from  the  date  of  publication  to  permit 
the  Department  to  disseminate 
information  concerning  these  new 
requirements  to  all  physicians  and 
medical  facilities  which  provide  such 
services  as  well  as  other  affected 
persons. 

The  Department  of  Labor  has 
determined  that  this  document  is  not  a 
major  regulation  requiring  a  regulatory 
analysis  since  the  financial  and  other 
impact  of  these  regulations  is  less  than 
that  specified  in  the  Department  of 
Labor  criteria  implementing  Executive 
Order  12044.  See  44  FR  5576  (January  26, 
1979).  Therefore,  the  preparation  of  a 
regulatory  analysis  is  not  required  for 
these  regulations. 

Accordingly,  20  CFR  Chapter  VI, 
Subchapter  B,  Part  718,  is  revised  as 
follows: 

PART  718— STANDARDS  FOR 
DETERMINING  COAL  MINERS’  TOTAL 
DISABILITY  OR  DEATH  DUE  TO 
PNEUMOCONIOSIS 

Subpart  A— General 

718.1  Statutory  provisions.  ‘ 

718.2  Applicability  of  this  part. 

718.3  Scope  and  intent  of  this  part. 

718.4  Definitions  and  use  of  terms. 

Subpart  B — Criteria  for  the  Development  of 
Medical  Evidence 

718.101  General. 

718.102  Chest  roentgenograms  (X-rays). 

718.103  Pulmonary  function  tests. 

718.104  Report  of  physical  examinations. 

718.105  Arterial  blood-gas  studies. 

718.106  Autopsy;  biospy. 

718.107  Other  medical  evidence. 

Subpart  C— Determining  Entitlement  to 
Benefits 

718.201  Definition  of  pneumoconiosis. 

718.202  Determining  the  existence  of 
pneumoconiosis. 

718.203  Establishing  relationship  of 
pneumoconiosis  to  coal  mine 
employment. 

718.204  Criteria  for  determining  total 
disability. 

718.205  Death  due  to  pneumoconiosis. 

718.206  Effect  of  findings  by  persons  or 
agencies. 

Subpart  D— Presumptions  Applicable  to 
Eligibility  Determinations 

718.301  Establishing  length  of  employment 
as  a  coal  miner. 
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Sec. 

718.302  Relationship  of  pneumoconiosis  to 
coal  mine  employment. 

718.303  Death  a  respirable  disease. 

718.304  Irrebuttable  presumption  of  total 
disability  or  death  due  to 
pneumoconiosis. 

718.305  Presumption  of  pneumoconiosis. 

718.306  Presumption  of  entitlement 
applicable  to  certain  death  claims. 

718.307  Applicability  of  33  U.S.C.  920(a). 

Subpart  E— Miscellaneous  Provisions 

718.401  Right  to  obtain  evidence. 

718.402  Failure  to  furnish  required  medical 
evidence. 

718.403  Burden  of  proof. 

718.404  Cessation  of  entitlement. 

Appendix  A — Standards  for  administration 

and. interpretation  of  chest  roentgenograms 
(X-rays). 

Appendix  B — Standards  for  administration 
and  interpretation  of  pulmonary  function 
tests.  Tables  Bl,  B2,  B3,  B4,  B5,  B6. 

Appendix  C — Blood  gas  tables. 

Authority:  5  U.S.C.  301,  Reorganization 
Plan  No.  6  of  1950, 15  FR  3174,  30  U.S.C.  901  et 
seq.  902(f).  925,  932,  934,  936,  945;  33  U.S.C. 

901  et  seq. 

Subpart  A— General 

§  7 1 8. 1  Statutory  provisions. 

(a)  Under  Title  IV  of  the  Federal  Coal 
Mine  Health  and  Safety  Act  of  1969,  as 
amended  by  the  Black  Lung  Benefits  Act 
of  1972,  the  Federal  Mine  Safety  and 
Health  Amendments  Act  of  1977,  the 
Black  Lung  Benefits  Reform  Act  of  1977, 
and  the  Black  Lung  Benefits  Revenue 
Act  of  1977,  benebts  are  provided  to 
miners  who  are  totally  disabled  due  to 
pneumoconiosis  and  to  certain  survivors 
of  a  miner  who  died  due  to  or  while 
totally  or  partially  disabled  by 
pneumoconiosis.  Before  the  enactment 
of  the  Black  Lung  Benefits  Reform  Act  of 
1977,  the  authority  for  establishing 
standards  of  eligibility  for  miners  and 
their  survivors  was  placed  with  the 
Secretary  of  Health,  Education,  and 
Welfare.  These  standards  were  set  forth 
by  the  Secretary  of  Health,  Education, 
and  Welfare  in  subpart  D  of  part  410  of 
this  title,  and  adopted  by  the  Secretary 
of  Labor  for  application  to  all  claims 
filed  with  the  Secretary  of  Labor  (see  20 
CFR  718.2, 1978).  Amendments  made  to 
section  402(f)  of  the  Act  by  the  Black 
Lung  Benefits  Reform  Act  of  1977 
authorize  the  Secretary  of  Labor  to 
establish  criteria  for  determining  total  or 
partial  disability  or  death  due  to 
pneumoconiosis  to  be  applied  in  the 
processing  and  adjudication  of  claims 
filed  under  part  C  of  Title  IV  of  the  Act. 
Section  402(f)  of  the  Act  further 
authorizes  the  Secretary  of  Labor,  in 
consultation  with  the  National  Institute 
for  Occupational  Safety  and  Health,  to 
establish  criteria  for  all  appropriate 
medical  tests  administered  in 
connection  with  a  claim  for  benefits. 


Section  413(b)  of  the  Act  authorizes  the 
Secretary  of  Labor  to  establish  criteria 
for  the  techniques  to  be  used  to  take 
chest  roentgenograms  (X-rays)  in 
connection  with  a  claim  for  benefits 
under  the  Act. 

(b)  The  Black  Lung  Benefits  Reform 
Act  of  1977  provides  that  with  respect  to 
a  claim  filed  prior  to  the  effective  date 
of  this  part  or  reviewed  under  section 
435  of  the  Act,  the  standards  to  be 
applied  in  the  adjudication  of  such  claim 
shall  not  be  more  restrictive  than  the 
criteria  applicable  to  a  claim  filed  on 
June  30, 1973,  with  the  Social  Security 
Administration,  whether  or  not  the  final 
disposition  of  the  claim  occurs  after  the 
effective  date  of  this  part.  All  such 
claims  shall  be  reviewed  under  the 
criteria  set  forth  in  Part  727  of  this  title. 

Comments  received:  One  commenter  slated 
that  this  section  should  be  amended  to 
exclude  miners  who  do  not  have 
pneumoconiosis. 

Discussion  and  changes:  Section  401(a)  of 
Title  IV  of  the  Federal  Mine  Safety  and 
Health  Act  as  amended  broadly  defines  those 
individuals  entitled  to  black  lung  benefits. 
Section  401(a)  provides,  in  pertinent  part,  “It 
is,  therefore,  the  purpose  of  this  title  to 
provide  benefits  in  cooperation  with  the 
states,  to  coal  miners  who  are  totally 
disabled  due  to  pneumoconiosis  and  to  the 
surviving  dependents  of  miners  whose  death 
was  due  to  such  disease  or  who  were  totally 
disabled  by  this  disease  at  the  time  of  their 
deaths  *  *  *"  This  definition  is  included  in 
this  section  of  the  regulations;  therefore,  no 
change  is  necessary. 

§  716.2  Applicability  of  this  part. 

This  part  is  applicable  to  the 
adjudication  of  all  claims  filed  after  the 
effective  date  of  this  part  and 
considered  by  the  Secretary  of  Labor 
under  section  422  of  the  Act  and  Part  725 
of  this  subchapter.  If  a  claim  subject  to 
the  provisions  of  section  435  of  the  Act 
and  Subpart  C  of  Part  727  of  this 
subchapter  cannot  be  approved  under 
that  subpart,  such  claim  may  be 
approved,  if  appropriate,  under  the 
provisions  contained  in  this  part.  The 
provisions  of  this  part  shall,  to  the 
extent  appropriate,  be  construed 
together  in  the  adjudication  of  all 
claims. 

Comments  received:  None. 

§  718.3  Scope  and  intent  of  this  part. 

(a)  This  part  sets  forth  the  standards 
to  be  applied  in  determining  whether  a 
coal  miner  is  or  was  totally,  or  in  the 
case  of  a  claim  subject  to  §  718.306 
partially,  disabled  due  to 
pneumoconiosis  or  died  due  to 
pneumoconiosis.  It  also  specifies  the 
procedures  and  requirements  to  be 
followed  in  conducting  medical 
examinations  and  in  administering 


various  tests  relevant  to  such 
determinations. 

(b)  This  part  is  designed  to  interpret 
the  presumptions  contained  in  section 
411(c)  of  the  Act,  evidentiary  standards 
and  criteria  contained  in  section  413(b) 
of  the  Act  and  definitional  requirements 
and  standards  contained  in  section 
402(f)  of  the  Act  within  a  coherent 
framework  for  the  adjudication  of 
claims.  It  is  intended  that  these 
enumerated  provisions  of  the  Act  be 
construed  as  provided  in  this  part. 

(c)  In  enacting  Title  IV  of  the  Act, 
Congress  intended  that  claimants  be 
given  the  benefit  of  all  reasonable  doubt 
as  to  the  existence  of  total  or  partial 
disability  or  death  due  to 
pneumoconiosis.  This  part  shall  be 
construed  and  applied  in  that  spirit  and 
is  designed  to  reflect  that  intent. 
However,  no  claim  shall  be  cipproved 
unless  the  record  considered  as  a  whole, 
in  light  of  any  applicable  presumptions, 
provides  a  reasonable  basis  for 
determining  that  the  criteria  for 
eligibility  under  the  Act  and  this  part 
have  been  met. 

Comments  received:  Only  supportive 
comments  received. 

§  718.4  Definitions  and  use  of  terms. 

Except  as  is  otherwise  provided  by 
this  part,  the  deflnitions  and  usages  of 
terms  contained  in  §  725.101  of  Subpart 
A  of  Part  725  of  this  title,  as  amended 
from  time  to  time,  shall  be  applicable  to 
this  part. 

Discussion  and  changes:  This  is  a  new 
section  adopted  to  clarify  the  applicability  of 
Part  725  dehnitions  and  terms  to  this  part. 

Subpart  B— Criteria  for  the 
Development  of  Medical  Evidence 

§718.101  General. 

The  Office  of  Workers’  Compensation 
Programs  (hereinafter  OWCP  or  the 
Office)  shall  develop  the  medical 
evidence  necessary  for  a  determination 
with  respect  to  each  claimant’s 
entitlement  to  benefits.  Each  miner  who 
files  a  claim  for  benefits  under  the  Act 
shall  be  provided  an  opportunity  to 
substantiate  his  or  her  claim  by  means 
of  a  complete  pulmonary  evaluation 
including,  but  not  limited  to,  a  chest 
roentgenogram  (X-ray),  physical 
examination,  pulmonary  function  tests 
and  a  blood-gas  study. 

Comments  received:  (a)  One  comment 
suggests  that  a  phrase  be  added  indicating 
that  a  claimant  may  request  other  medical 
tests  in  addition  to  those  enumerated  in  the 
regulation,  (b)  Another  comment  recommends 
that  medical  evidence  be  based  on  objective 
criteria,  such  as  a  complete  pulmonary 
evaluation,  (c)  One  commenter  supports  the 
provisions,  stating  that  OWCP  is  responsible 
for  the  development  of  the  medical  evidence. 
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Discussion  and  changes:  (a)  Section  718.107 
provides  that  "the  results  of  any  medically 
acceptable  test  or  procedure  reported  by  a 
physician  not  addressed  in  this  subpart 
which  test  or  procedure  tends  to  demonstrate 
the  presence  or  absence  of  pneumoconiosis 
or  the  sequelae  of  pneumoconiosis  or  the 
presence  or  absence  of  a  respiratory  or 
pulmonary  impairment  may  be  submitted  in 
connection  with  a  claim  and  shall  be 
considered  as  appropriate."  The  phrase,  "but 
not  limited  to,”  has  been  added  to  reflect  this 
principle,  (b)  Section  413(b)  of  the  Act,  as 
amended,  provides  each  miner  who  Hies  a 
claim  for  beneHts  an  opportunity  to 
substantiate  his  or  her  claim  by  means  of  a 
complete  pulmonary  evaluation.  In  addition, 

§  718.104  requires  that  "any  physical 
examination  conducted  in  connection  with  a 
claim  shall  include  the  miner’s  medical  and 
employment  history."  (c)  The  Department^ 
agrees  that  OWCP  is  responsible  for 
development  of  the  medical  evidence; 
therefore,  no  change  is  necessary. 

§  718.102  Chest  roentgenograms  (X-rays). 

(a)  A  chest  roentgenogram  (X-ray) 
shall  be  of  suitable  quality  for  proper 
classification  of  pneumoconiosis  and 
shall  conform  to  the  standards  for 
administration  and  interpretation  of 
chest  X-rays  as  described  in  Appendix 
A. 

(b)  A  chest  X-ray  to  establish  the 
existence  of  pneumoconiosis  shall  be 
classified  as  Category  1,  2,  3,  A,  B.  or  C, 
according  to  the  International  Labour 
Organization  Union  Internationale 
Contra  Cancer/Cincinnati  (1971) 
International  ClassiHcation  of 
Radiographs  of  the  Pneumoconioses 
(ILO-U/(^  1971),  or  subsequent  revisions 
thereof.  A  chest  X-ray  classified  as 
Category  Z  under  the  ILO  Classification 
(1958)  or  Short  Form  (1968)  shall  be 
reclassiHed  as  Category  O  or  Category  1 
as  appropriate,  and  only  the  latter 
accepted  as  evidence  of 
pneumoconiosis.  A  chest  X-ray 
classified  under  any  of  the  foregoing 
classifications  as  Category  O,  including 
sub-categories  O/-,  O/O,  or  O/l  under  the 
UICC/Cincinnati  (1968)  Classification  or 
the  ILO-U/C 1971  Classification  does 
not  constitute  evidence  of 
pneumoconiosis. 

(c)  A  description  and  interpretation  of 
the  findings  in  terms  of  the 
classifications  described  in  paragraph 
(b)  of  this  section  shall  be  submitted  by 
the  examining  physician  along  with  the 
film.  The  report  shall  specify  the  name 
and  qualifications  of  the  person  who 
took  the  film  and  the  name  and 
qualifications  of  the  physician 
interpreting  the  film.  If  the  physician 
interpreting  the  film  is  a  Board-certified 
or  Board-eligible  radiologist  or  a 
certified  "B”  reader  (see  §  718.202),  he  or 
she  shall  so  indicate.  The  report  shall 
further  specify  that  the  film  was 


interpreted  in  compliance  with  this 
paragraph. 

(d)  The  original  film  on  which  the  X- 
ray  report  is  based  shalLbe  supplied  to 
the  Office,  unless  prohibited  by  law,  in 
which  event  the  report  shall  be 
considered  as  evidence  only  if  the 
original  film  is  otherwise  available  to 
the  Office  and  other  parties.  Where  the 
chest  X-ray  of  a  deceased  miner  has 
been  lost,  destroyed  or  is  otherwise 
unavailable,  a  report  of  a  chest  X-ray 
submitted  by  any  party  shall  be 
considered  in  connection  with  the  claim. 

(e)  No  chest  X-ray  shall  constitute 
evidence  of  the  presence  or  absence  of 
pneumoconiosis  unless  it  is  in 
substantial  compliance  with  the 
requirements  of  this  section  and 
Appendix  A,  except  that  special 
consideration  shall  be  given  in  the  case 
of  a  deceased  miner  where  the  only 
available  X-ray  is  of  sufficient  quality 
for  determining  the  presence  or  absence 
of  pneumoconiosis  and  such  X-ray  was 
interpreted  by  a  Board-certified  or 
Board-eligible  radiologist  or  a  certified 
“B”  reader  (see  §  718.202).  It  shall  be 
presumed,  in  the  absence  of  evidence  to 
the  contrary,  that  the  requirements  of 
Appendix  A  have  been  met. 

Comments  received:  (a)  One  commenter 
supports  the  concept  of  quality  standards  for 
X-rays,  but  disagrees  with  the  method  of 
promulgating  such  standards  in  regulatory 
form.  This  commenter  recommends  that  local 
clinics  should  be  certified  as  meeting  the 
quality  control  standards  of  the  Department. 
Another  conunenter  suggests  that  the 
regulations  specify  how  quality  control  is  to 
be  accomplished,  (b)  Testimony  was  received 
endorsing  the  continued  adherence  by  the 
Department  to  the  ILO-U/C  Classification 
System.  Another  conunenter  recommends 
that  upon  reinterpretation  of  a  film  classified 
as  "Z”  under  the  1958  system,  the  irregular 
opacities  must  be  included  in  estimating  the 
degree  of  profusion.  This  commenter  also 
suggests  that  "and”  in  the  last  sentence  of  the 
proposed  §  718.102(b)  be  changed  to  "or”  to 
avoid  the  charge  that  additional 
interpretations  can  be  made,  and  notes  that 
the  correct  title  of  the  1971  system  is  “ILO-U/ 
C  1971  Classification.”  (c)  One  commenter 
states  that  a  chest  X-ray  classified  as  O/l 
should  constitute  evidence  of 
pneumoconiosis,  (d)  Another  commenter 
suggests  that  the  regulation  requires  too  much 
detail  in  the  examining  physician’s  report, 
and  that  it  would  be  sufficient  to  require  the 
physician  to  state  whether  he  or  she  is  Board- 
certified  or  Board-eligible  and  that  the  film 
was  taken  in  conformity  with  the  regulations. 
'This  commenter  also  suggests  that  the 
physician  need  not  state  whether  he  or  she  is 
a  "B”  reader.  One  person  testified  that  the 
term  "B”  reader  should  be  clearly  defined,  (e) 
A  number  of  commenters  object  to  the 
requirement  that  the  original  X-ray  film  be 
sent  to  the  Department,  and  question  what 
use  the  Department  will  make  of  such  films. 
They  state  that  the  Department  should  not  be 


rereading  films.  Other  persons  state  that  the 
Department  should  review  all  X-rays  for 
diagnostic  quality.  One  commenter  states 
that  the  provision  permitting  a  report  of  an  X- 
ray  to  be  submitted  where  the  X-ray  of  a 
deceased  miner  has  been  lost  would  preclude 
meaningful  cross-examination  and  might  lead 
to  abuse.  Another  comment  suggests  that, 
even  in  the  case  of  a  living  miner,  an  X-ray 
interpretation  made  by  a  qualified  radiologist 
should  be  admissible  where  the  film  itself  is 
unavailable,  and  that  the  unavailability  of  the 
film  should  go  only  to  the  weight,  rather  than 
to  the  admissibility,  of  the  interpretation,  (f) 
Some  commenters  suggest  that  even  those  X- 
rays  not  in  substantial  compliance  with  the 
requirements  of  Appendix  A  should  be 
considered,  but  at  a  reduced  evidentiary 
value.  Other  commenters  suggest  that  the 
special  consideration  given  X-rays  or  X-ray 
reports  in  the  case  of  a  deceased  miner, 
where  interpreted  by  a  Board-certified  or 
Board-eligible  radiologist,  should  also  be 
given  to  interpretations  by  a  certified  “B” 
reader.  One  commenter  contends  that  if  the 
only  available  X-ray  or  X-ray  report 
concerning  a  deceased  miner  was  not 
interpreted  by  a  Board-certified  or  Board- 
eligible  radiologist,  it  should  still  be 
submitted  with  the  claim  for  whatever 
probative  value  it  might  have,  while  another 
commenter  suggests  that  the  subsection  is 
appropriate  if  the  radiologist  specializes  in 
pulmonary  disease.  One  commenter  states 
that  the  phrase  “absence  of  pneumoconiosis” 
should  be  deleted  fi-om  subsection  (e).  The 
commenter  further  suggests  that  the 
subsection  should  state  that  special 
consideration  shall  be  given  in  the  case  of  a 
deceased  miner,  (g)  Some  commenters 
suggest  that  no  X-ray  should  be  taken  if 
medically  contraindicated,  (h)  One 
commenter  agrees  in  general  with  the 
provision,  but  states  that  no  competent 
physician,  whatever  his  or  her  specialty, 
should  be  excluded  firom  being  held  to  be 
expert  in  reading  chest  X-rays,  (i)  Several 
commenters  want  express  prohibitions 
against  the  rereading  of  X-rays. 

Discussion  and  changes:  (a)  The 
Department  does  not  have  the  resources 
necessary  to  certify  local  clinics  for  the 
taking  of  X-rays  in  connection  with  black 
lung  claims.  'Die  regulatory  standards  found 
in  this  section  and  in  Appendix  A  provide  an 
alternative  method  by  which  the  Department 
can  insure  that  claims  are  determined  on  the 
basis  of  quality  chest  films.  The  standards 
which  have  been  promulgated  for  the 
guidance  of  physicians  and  radiologic 
technicians  to  insure  that  uniform  procedures 
are  used  in  the  administration  and 
interpretation  of  chest  X-rays  appear  in 
Appendix  A.  These  standards  are  established 
in  accordance  with  sections  402(f)(1)(D)  and 
413(b)  of  the  Act  and  were  developed  in 
consultation^ith  NIOSH.  By  requiring  these 
standards  to  be  followed,  the  Department 
will  insure  that  quality  X-ray  films  will  be 
submitted  in  connection  with  a  claim  for 
black  lung  benefits,  (b)  The  Department  will 
continue  to  adhere  to  ffie  ILO-U/C  1971 
classification  or  subsequent  revisions  thereto 
and  has  corrected  the  printing  of  this 
classification  to  read  "ILO-U/C  1971.”  When 
a  film  classified  as  "Z”  under  the  1958  ILO- 
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U/C  system  is  being  re-classified  under  the 
ILO-U/C  1971  classification,  both  irregular 
and  rounded  opacities  are  included  when 
estimating  the  degree  of  profusion.  Therefore, 
no  change  is  required  in  the  language  of  the 
regulation.  However,  the  word  "and”  in  the 
last  line  of  §  718.102(b),  has  been  changed  .to 
“or”  to  make  clear  that  an  additional 
interpretation  need  not  be  made,  (c)  The 
International  Labour  Organization  Union 
Internationale  Contra  Cancer/Cincinnati 
(1971)  International  Classification  of 
Radiographs  of  the  Pneumoconioses  (ILO- 
U^C  1971)  defines  Category  O  as  a 
racliograph  in  which  there  are  no  small 
opacities,  or  if  a  few  are  thought  to  be 
present,  they  are  not  sufficiently  numerous 
for  Category  1  to  be  considered.  Category  O 
is  the  equivalent  of  0/-,  O/O,  O/l  in  the 
complete  classification  and  is  defined  to 
constitute  no  evidence  of  pneumoconiosis, 
even  though  the  chest  is  not  necessarily 
normal,  (d)  Section  413(b)  of  the  Act  requires 
that  where  there  is  other  evidence  of  a 
pulmonary  or  respiratory  impairment  “the 
Secretary  shall  accept  a  board  certified  or 
board  eligible  radiologist's  interpretation  of  a 
chest  roentgenogram  which  is  of  a  quality 
sufficient  to  demonstrate  the  presence  of 
pneumoconiosis,”  and  “in  order  to  provide 
for  uniform  quality  in  the  roentgenograms,  the 
Secretary  of  Labor  may,  by  regulation, 
establish  specific  requirements  for  the 
techniques  used  to  take  roentgenograms  of 
the  chest.”  The  detail  required  in  the 
examining  physician’s  report  is  necessary  in 
order  to  provide  for  uniform  review  of  the 
roentgenograms.  In  order  to  clarify  the 
definition  of  a  “B”  reader  the  Secretary  has 
added  to  S  718.202  the  definition  promulgated 
by  the  National  Institute  for  Occupational 
Safety  and  Health  (NIOSH)  at  42  CFR 
37.51(b)(2).  (e)  The  purpose  of  S  718.102(c)  is 
to  properly  implement  the  requirements  of 
section  413(b)  of  the  Act.  The  reason  the 
Department  requires  that  the  original  film  be 
submitted  to  the  Office  is  that  copies  of  films 
are  not  reliable  and  may,  in  fact,  result  in  an 
unclear  or  distorted  image.  Furthermore,  it  is 
necessary  for  the  Department  to  receive  or 
have  access  to  the  original  film  in  order  to 
review  the  film  for  diagnostic  quality.  These 
regulations  insure  that  uniform  procedures 
will  be  applied  to  all  evidence  submitted  so 
that  the  best  available  medical  evidence  will 
be  submitted  in  connection  with  a  claim  for 
black  lung  benefits.  In  the  case  of  a  deceased 
miner,  where  the  only  chest  X-ray,  or  all 
chest  X-rays,  have  been  lost,  destroyed  or  are 
otherwise  unavailable,  a  report  of  a  chest  X- 
ray  which  is  not  accompanied  by  the  original 
film  constitutes  the  best  available  medical 
evidence  submitted  in  connection  with  a 
claim.  Under  such  circumstances,  it  would  be 
inappropriate  to  reject  such  evidence  solely 
because  the  original  film  is  not  available  for 
review.  The  Department  does  not  intend  that, 
in  every  case,  such  an  X-ray  or  X-ray  report 
should  be  considered  to  be  conclusive 
evidence  concerning  the  presence  or  absence 
or  pneumoconiosis.  The  weight  to  be  given  to 
such  evidence  will  always  be  determined  by 
the  appropriate  adjudication  officer.  This 
regulation  only  prohibits  the  consideration  of 
an  X-ray  report  unaccompanied  by  the 
original  film  in  any  case  involving  a  living 


miner  unless  the  film  is  otherwise  available 
to  the  Office.  In  any  case  involving  the  claim 
of  a  living  miner  in  which  the  only  available 
X-ray  report  is  unaccompanied  by  the 
original  film,  the  Department  will  either 
require  that  the  film  be  made  available  or 
schedule  the  miner  for  an  additional  chest  X- 
ray.  Such  procedure  will  insure  that  quality 
medical  evidence  will  be  available  for 
consideration  in  connection  with  such  claims 
and  will  work  no  hardship  on  the  claimant,  (f) 
Because  of  the  special  qualifications  of  “B” 
readers,  the  Department  agrees  that  special 
consideration  should  also  be  given  to  the 
interpretation  of  a  “certified  'B'  reader"  in  the 
case  of  a  deceased  miner  where  the  “B” 
reader's  interpretation  is  the  only  available 
report  of  an  X-ray  which  is  of  sufficient 
quality  for  determining  the  presence  or 
absence  of  pneumoconiosis.  The  term 
certified  “B”  reader  has,  therefore,  been 
added  to  the  last  sentence  in  paragraph  (e)  of 
the  regulation.  This  regulation  does  not 
prohibit  the  submission  of  an  X-ray  or  X-ray 
report  interpreted  by  a  physician  other  than  a 
Board-certified  or  Board-eligible  radiologist, 
and  such  X-ray's  or  X-ray  report's  evidentiary 
value  will  be  considered  by  the  adjudication 
officer.  If  the  radiologist  submitting  an  X-ray 
or  X-ray  report  specializes  in  pulmonary 
disease,  the  adjudicator  may  also  consider 
whatever  probative  value  that  might  have  in 
the  case.  'Tberefore,  no  changes  are  required 
on  the  basis  of  these  two  comments.  Since  X- 
ray  evidence  is  relevant  to  a  determination  of 
either  the  presence  or  the  absence  of 
pneumoconiosis,  the  phrase  “absence  of 
pneumoconiosis”  will  not  be  deleted.  The 
Department  agrees  that  special  consideration 
should  be  given  in  the  case  of  a  deceased 
miner  and  the  wording  of  the  regulation  has 
been  changed  accordingly,  (g)  Testimony 
presented  by  expert  radiologists  and  NIOSH 
establishes  that  if  chest  X-rays  are  taken  in 
conformance  with  Appendix  A  there  is  no 
reason  to  consider  the  taking  of  the  X-ray  to 
be  a  harmful  procedure.  However,  the 
Department  may  defer  to  the  medical 
judgment  of  the  physician  on  an  individual 
case  basis  should  any  test  or  procedure  be 
judged  to  be  medically  contraindicated,  (h) 
Nothing  in  this  part  excludes  from 
consideration  a  chest  X-ray  of  suitable 
quality  interpreted  by  a  competent  physician, 
whatever  his  or  her  specialty,  (i)  X-ray 
readings  are  discussed  at  S  718.202. 

§  718.103  Pulmonary  function  tests. 

(a)  Any  report  of  pulmonary  function 
tests  submitted  in  connection  with  a 
claim  for  benefits  shall  record  the 
results  of  the  forced  expiratory  volume 
in  one  second  (FEVi)  and  either  the 
forced  vital  capacity  (FVC)  or  the 
maximum  volimtary  ventilation  (MW) 
or  both.  If  the  MW  is  reported,  the 
results  of  such  test  shall  be  obtained 
independently  rather  than  calculated 
from  the  results  of  the  FEVi.  Such  tests 
shall  be  administered  and  reported  in 
accordance  with  the  standards  for  the 
administration  and  interpretation  of 
pulmonary  function  tests  as  described  in 
Appendix  B.  It  shall  be  presumed,  in  the 


absence  of  evidence  to  the  contrary,  that 
these  requirements  have  been  met. 

(b)  All  pulmonary  function  test  results 
submitted  in  connection  with  a  claim  for 
benefits  shall  be  accompained  by  three 
tracings  of  each  test  performed,  unless 
the  results  of  two  tracings  of  the  MW 
are  within  5%  of  each  oAer,  in  which 
case  two  tracings  for  that  test  shall  be 
sufficient.  Pulmonary  function  test 
results  submitted  in  connection  with  a 
claim  for  benefits  shall  also  include  a 
statement  signed  by  the  physician  or 
technician  conducting  the  test  setting 
forth  the  following: 

(1)  Date  and  time  of  test; 

(2)  Name,  DOL  claim  number,  age, 
height,  and  weight  of  claimant  at  the 
time  of  the  test: 

(3)  Name  of  technician: 

(4)  Name  and  signature  of  physician 
supervising  the  test; 

(5)  Claimant's  ability  to  understand 
the  instructions,  ability  to  follow 
directions  and  degree  of  cooperation  in 
performing  the  tests.  If  the  claimant  is 
unable  to  complete  the  test,  the  person 
executing  the  report  shall  set  forth  the 
reasons  for  such  failure; 

(6)  Paper  speed  of  the  instrument 
used; 

(7)  Name  of  the  instrument  used; 

(8)  Whether  a  bronchodilator  was 
administered.  If  a  bronchodilator  is 
administered,  the  physician's  report 
must  detail  values  oblained  both  before 
and  after  administration  of  the 
bronchodilator  and  explain  the 
significance  of  the  results  obtained;  and 

(9)  That  the  requirements  of 
paragraph  (b)  and  (c)  of  this  section 
have  been  complied  with. 

(c)  No  results  of  pulmonary  function 
tests  shall  constitute  evidence  of  a 
respiratory  or  pulmonary  impairment 
unless  such  tests  are  conducted  and 
reported  in  substantial  compliance  with 
this  section  and  Appendix  B.  Special 
consideration  shall  be  given  in  the  case 
of  a  deceased  miner  where,  in  the 
opinion  of  the  adjudication  officer,  the 
only  available  tests  demonstrate 
technically  valid  results  obtained  with 
good  cooperation  of  the  miner. 

Comments  received:  (a)  Although  several 
commenters  commend  the  Department  on  the 
use  of  the  forced  expiratory  volume  in  one 
second  (FEVi)  to  assess  impairment, 
testimony  was  received  criticizing  the 
maximum  voluntary  ventilation  (MW)  as  a 
measurement  of  pulmonary  function.  Critics 
state  that  the  MW  test  is  difficult  to 
administer,  has  a  high  probability  of 
erroneous  results  in  that  the  test  is  greatly 
affected  by  submaximal  effort,  is  strenuous, 
and  that  the  instrument  requirements  are 
very  rigid.  Several  commenters  note  that 
many  laboratories  have  discontinued  the  use 
of  the  MW  test  and  therefore,  the 
technicians  in  those  laboratories  are 
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inexperienced  in  this  test’s  administration.  A 
number  of  commenters  contend  that  it  is 
illogical  to  set  up  specifications  for  actual 
performance  of  the  MW  test  while  deriving 
normal  standards  for  the  MW  by  merely 
multiplying  Knudson's  FEVi  normal  values  by 
40.  Commenters  also  object  to  the 
requirement  that  three  tracings  be  obtained. 
One  person  testified  that  the  best  test 
obtained  should  be  used  to  represent  at  least 
a  minimal  value.  Others  testified  that  three 
tracings  are  not  needed  where  two  tests  are 
congruent  within  5  percent,  (b)  A  number  of 
persons  advocate  the  use  of  the  forced  vital 
capacity  (FVC)  measurement,  (c)  One 
commenter  states  that  the  regulation  requires 
the  physician’s  or  technician’s  report  to 
include  too  much  detail.  'This  commenter  also 
states  that  the  Department  should  not 
disregard  studies  which  are  imaccompanied 
by  the  requested  tracings,  (d)  A  number  of 
comments  were  received  concerning  the 
required  statement  of  the  claimant’s  degree  of 
cooperation  in  performing  the  tests.  One 
person  testiHed  that  physicians  should  be 
precluded  from  stating  that  the  patient  did 
not  cooperate.  Another  suggests  that  a 
physician  should  be  required  to  state,  in 
detail,  his  or  her  basis  for  concluding  that 
cooperation  was  poor.  Many  persons  suggest 
that  the  inability  of  a  person  to  complete  a 
pulmonary  function  test  despite  good  effort 
and  cooperation,  should,  in  and  of  itself,  be 
evidence  of  impairment,  (e)  One  commenter 
suggests  that  no  pulmonary  function  study 
should  be  performed  if  medically 
contraindicated.  Other  commenters  contend 
that  the  regulation  should  specify  that  a 
bronchodilator  need  not  be  used.  One  person 
testihed  that  the  regulation  should  state  that 
if  a  bronchodilator  is  used,  tests  should  be 
conducted  both  before  and  after  its  use.  (f) 
One  person  states  that  subsection  (c) 
conflicts  with  Appendix  B,  and  that  the 
language  of  the  latter,  permitting  the 
adjudicator  to  consider  an  improperly 
reported  test  at  a  reduced  evidentiary  value 
should  remain  intact. 

Discussion  and  changes:  (a)  The 
Department  considers  that  many  of  the 
criticisms  raised  concerning  the  MW  test  are 
valid.  Compared  to  the  forced  expiratory 
volume  maneuver,  the  maximum  voluntary 
ventilation  maneuver  is  indeed  more  difncult 
for  the  patient.  It  is  more  fatiguing  and  much 
more  dependent  upon  patient  cooperation  for 
the  test  result  to  be  reliable.  It  is  true  that 
some  pulmonary  function  laboratories  do  not 
perform  this  test  on  a  routine  basis  and  that 
the  predictive  values  available  are  not  nearly 
as  reliable  as  those  for  simple  spirometry.  It 
is  also  true  that  many  factors  o^er  than 
pulmonary  disease  affect  the  results  of  the 
MW  test,  such  as  muscular  coordination, 
heart  disease,  discomfort  during  the  test,  etc. 
However,  the  Department  will  continue  to 
allow  the  claimant  to  submit  the  results  of  the 
MW  test  where  the  claimant  or  physician  so 
desires.  The  Department  continues  to  believe 
that  the  FEV  i  and  MW  represent  an 
excellent  combination  of  simplicity, 
objectivity,  reliability,  applicant  convenience 
and  cost.  The  formula  for  deriving  FEV  >  and 
MW  values  is  discussed  at  Table  B 
[Discussion  and  changes].  Several 
commenters  state  that  the  requirement  of 


three  tracings  for  the  FEV  i  is  not  excessive 
and  this  requirement  is,  therefore,  maintained 
in  the  regulation.  However,  the  Department 
agrees  that  the  requirement  of  three  tracings 
for  the  MW  can  be  excessive.  If  the  results 
of  two  tracings  are  congruent  within  5 
percent,  two  tracings  will  be  sufficient.  'The 
regulation  has  been  reworded  to  reflect  this 
change,  (bj  The  Department  agrees  with  the 
many  commenters  who  advocate  the  use  of 
the  forced  vital  capacity  (FVC)  measurement 
and  the  regulation  has  been  changed 
accordingly.  This  test  has  been  in  use  for 
more  than  100  years,  it  does  not  require 
additional  time  or  effort  and,  without  it,  it  is 
impossible  for  the  physician  to  state  whether 
the  FEV  1  was  reduced  as  a  result  of 
obstruction  or  because  of  lung  volume 
restriction  or  both.  Thus,  the  FVC  will  permit 
a  more  accurate  interpretation  of  the  meaning 
of  a  reduced  FEV  >.  The  Department  is  of  the 
opinion  that  both  the  MW  and  the  FVC  are 
of  value  in  assessing  pulmonary  impairment. 
However,  due  to  the  strenuous  nature  of  the 
MW  test,  the  Department  has  decided  to 
make  this  test  optional,  (c)  'The  Department  is 
of  the  opinion  that  the  reporting  requirements 
listed  in  the  regulation  constitute  the 
minimum  requirements  necessary  in  order  to 
ascertain  the  validity  of  the  tests  conducted. 
Accordingly,  no  change  in  the  regulation  has 
been  made.  The  Department  has  based  its 
requirement  that  the  test  results  be 
accompanied  by  the  appropriate  tracings  on 
the  American  llioracic  Society’s  Snowbird 
Workshop  Report  which  states  that 
“diagnostic  spirometry  requires  a  graphic 
recording.”  No  valid  diagnostic  conclusions 
can  be  made  concerning  pulmonary  function 
studies  without  the  beneBt  of  a  tracing.  The 
pulmonary  function  study  is  incomplete 
without  a  tracing.  Therefore,  no  change  in  the 
regulation  is  necessary,  (d)  Comments 
questioning  the  need  for  a  statement 
regarding  the  cooperation  of  the  patient  from 
the  supervising  physician  or  technician 
conducting  pulmonary  function  tests  are  not 
well  founded.  Pulmonary  function  testing 
always  requires  a  degree  of  understanding 
and  cooperation  by  the  subject  to  produce 
valid  results.  It  is  essential  that  the  person 
conducting  the  tests  be  required  to  comment 
on  the  degree  of  understanding  and 
cooperation,  using  his  or  her  judgment  and 
experience  as  a  guide.  This  also  serves  to 
benefit  the  claimant  who  gives  maximum 
cooperation,  but  because  of  the  severity  of 
his  or  her  impairment  produces  tracings 
which  appear  to  be  invalid.  This  can  occur, 
for  example,  when  an  attempt  at  maximal 
expiration  produces  a  Bt  of  coughing;  while 
the  result  of  the  pulmonary  function  test  itself 
is  invalid,  the  fact  that  an  attempt  at  a  forced 
expiratory  maneuver  produced  uncontrolled 
coughing  may  be  considered  as  evidence  of  a 
pulmonary  impairment  The  regulation  has 
been  amended  to  require  that  if  the  claimant 
is  unable  to  complete  the  tests,  that  fact  shall 
be  noted  on  the  report  submitted  pmsuant  to 
S  718.204(c)(5]  and  the  weight  to  be  attached 
to  that  report  will  be  evaluated  by  the 
adjudication  officer,  (e)  The  supervising 
physician  who  is  responsible  for  the  conduct 
of  the  tests  should  use  his  or  her  own  medical 
judgment  whenever  a  claimant  is  scheduled 
for  pulmonary  function  testing.  If  the 


physician  believes  that  pulmonary  function 
testing  would  impose  a  risk  to  the  patient’s 
well-being,  the  physician  should  so  state  and 
refuse  to  have  the  patient  perform  the 
pulmonary  function  tests.  This  procedure  is 
accepted  medical  practice  and  the 
Department  does  not  believe  that  it  is 
necessary  that  an  explicit  statement  to  this 
effect  be  included  in  the  regulation.  Although 
the  use  of  a  bronchodilator  does  not  provide 
an  adequate  assessment  of  the  miner’s 
disability,  it  may  aid  in  determining  the 
presence  or  absence  of  pneumoconiosis. 
There  is  no  reason,  therefore,  to  exclude  ffom 
consideration  the  results  of  testing  done  after 
the  administration  of  a  bronchodilator.'The 
commenter  who  stated  that  in  the  event  a 
bronchodilator  is  used,  tests  should  be 
conducted  before  and  after  its  use,  is  correct. 
The  regulation  has  been  changed  to 
incorporate  that  requirement.  Pulmonary 
function  testing  must  always  initially  be 
performed  without  the  use  of  a 
bronchodilator.  If,  for  purposes  of  diagnosis, 
the  physician  feels  that  repeat  spirometry 
after  the  administration  of  a  bronchodilator  is 
indicated,  bronchodilation  could  then  be 
performed,  (f)  The  Brst  paragraph  in 
Appendix  B  reflects  the  Congressional  intent 
that  all  of  the  information  in  a  claimant’s  Ble 
must  be  considered.  It  is  not  the  purpose  of 
this  regulation  to  negate  that  principle. 

§  718.104  Report  of  physical 
examinations. 

A  report  of  any  physical  examination 
conducted  in  connection  with  a  claim 
shall  include  the  miner’s  medical  and 
employment  history.  A  medical  report 
form  supplied  by  the  Office  or  a  report 
containing  substantially  the  same 
information  shall  be  completed  for  all 
findings.  In  addition  to  the  chest  X-ray 
and  pulmonary  function  tests,  the 
physician  shall  use  his  or  her  judgment 
in  the  selection  of  other  procedures  such 
as  electrocardiogram,  blood-gas  studies, 
and  other  blood  analyses  in  his  or  her 
evaluation  of  the  miner.  All 
manifestations  of  chronic  respiratory 
disease  shall  be  noted.  Any  pertinent 
findings  not  specifically  listed  on  the 
form  shall  be  added  by  the  examining 
physician.  If  heart  disease  secondary  to 
lung  disease  is  found,  all  symptoms  and 
significant  findings  shall  be  noted. 

Comments  received:  (a)  Many  commenters 
state  that  reports  of  physical  examinations 
and  courses  of  treatment  that  do  not  include 
a  medical  and  employment  history  should  not 
be  excluded.  One  person  suggests  that  while 
an  examination  conducted  in  connection  with 
a  black  limg  claim  could  be  required  to 
include  such  information,  the  regulation 
should  more  clearly  state  that  the 
requirement  does  not  apply  to  evidence  of 
treatment  or  a  course  of  treatment  that  a 
miner  has  received.  Another  comment  argues 
for  the  deletion  of  this  section.  Many  people 
urge  that  evidence  of  prior  physical 
examinations,  symptoms,  days  missed  from 
work,  medication  taken  and  the 
manifestations  of  any  disease  which  may 
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contribute  to  the  symptoms  complained  of 
should  be  noted,  (b)  One  person  testiHed  that 
the  regulation  should  state  that  the  physician 
should  conduct  the  proper  physical 
examination  to  determine  all  cardiac  and 
pulmonary  impairments  and  that  he  or  she 
should  be  required  to  document  such 
impairments  and  describe  their  probable 
causes,  (c)  One  person  recommends  that  the 
record  include  a  statement  of  the  physician’s 
qualifications,  e.g.,  his  or  her  experience  in 
working  with  coal  miners,  and  that  these 
qualiHcations  should  be  considered  by  an 
administrative  law  judge. 

Discussion  and  changes:  (a)  'This  regulation 
clearly  states  that  it  is  applicable  only  to  a 
physical  examination  “conducted  in 
connection  with  a  claim.”  Reports  of  other 
physical  examinations,  courses  of  treatment, 
hospital  records,  work  historic  s,  etc.,  may  be 
relevant  and  can  be  submitted  in  connection 
with  a  claim  as  other  medical  evidence.  See 
§  718.107.  Such  records  will  be  weighed 
accordingly  by  the  adjudication  o^icer.  This 
regulation  does  not  act  to  limit  the 
introduction  of  evidence  other  than  that 
evidence  obtained  in  connection  with  a 
claim.  It  does,  however,  set  forth  the 
standards  to  be  followed  in  any  examination 
specihcally  conducted  in  connection  with  a 
claim.  With  regard  to  any  physical 
examination  conducted  in  connection  with  a 
black  lung  claim,  it  is  critical  that  a  thorough 
occupational  history  be  obtained  for  each 
miner.  A  history  of  other  dusty  occupations  is 
sought  in  order  to  assist  in  the  interpretation 
of  radiographs  which  may  appear  similar  for 
a  variety  of  pneumoconioses.  A  complete 
occupational  history  may  also  assist  in  the 
interpretation  of  chest  X-ray  hndings  other 
than  pneumoconiosis,  (b)  The  regulation 
clearly  notes  that  “any  pertinent  Rndings” 
should  be  noted  by  the  examining  physician. 
This  would  include  any  cardiac  impairment 
that  the  physician  deems  notable.  The 
medical  report  form  supplied  by  the  Office 
requests  that  the  physician  comment  on  the 
possible  causality  of  any  impairment  noted. 
No  change  in  the  regulation  is  therefore 
required,  (c)  Statements  of  the  physician’s 
qualifications  are  certainly  not  precluded  by 
this  regulation  and  it  is  within  the  province  of 
the  adjudication  officer  to  consider  such 
statements.  However,  the  Department  does 
not  believe  that  it  is  necessary  for  a 
physician  to  detail  his  or  her  qualifications  on 
every  report  submitted  to  the  Office.  Medical 
impairments  that  occur  in  coal  miners  often 
do  not  differ  from  tnose  which  occur  in  non¬ 
coal  miners,  and  a  competent  physician  is 
capable  of  examining  both  miners  and  non- 
miners  to  determine  their  medical 
impairments. 

§  718.105  Arterial  blood-gas  studies. 

(a)  Blood-gas  studies  are  performed  to 
detect  an  impairment  in  the  process  of 
alveolar  gas  exchange.  This  defect  will 
manifest  itself  primarily  as  a  fall  in 
arterial  oxygen  tension  either  at  rest  or 
during  exercise.  No  blood-gas  study 
shall  be  performed  if  medically 
contraindicated. 

(b)  A  blood-gas  study  shall  initially  be 
administered  at  rest  and  in  a  sitting 


position.  If  the  results  of  the  blood-gas 
test  at  rest  do  not  satisfy  the 
requirements  of  Appendix  C,  an 
exercise  blood-gas  test  shall  be  offered 
to  the  miner  unless  medically 
contraindicated.  If  an  exercise  blood-gas 
test  is  administered,  blood  shall  be 
drawn  during  exercise. 

(c)  Any  report  of  a  blood-gas  study 
submitted  in  connection  wiffi  a  claim 
shall  specify: 

(1)  Date  and  time  of  test; 

(2)  Altitude  and  barometric  pressure 
at  which  the  test  was  conducted; 

'  (3)  Name  and  DOL  claim  number  of 
the  claimant; 

(4)  Name  of  technician; 

(5)  Name  and  signature  of  physician 
supervising  the  study; 

(6)  The  recorded  values  for  pCOa,  pOj, 
and  pH,  which  have  been  collected 
simultaneously  (specify  values  at  rest 
and,  if  performed,  during  exercise); 

(7)  Duration  and  type  of  exercise; 

(8)  Pulse  rate  at  the  time  the  blood 
sample  was  drawn; 

(9)  Time  between  drawing  of  sample 
and  analysis  of  sample;  and 

(10)  Whether  equipment  was 
calibrated  before  and  after  each  test. 

Comments  received:  (a)  One  person 
suggests  that  section  (a)  of  the  regulation 
leaves  the  impression  that  arterial  oxygen 
tension  is  the  primary  test  for  determining  an 
impairment  in  alveolar  gas  exchange.  He 
contends  that  the  (A-a}Ot  gradient  should  be 
used.  Another  person  recommends  that 
arterial  blood-gas  studies  be  eliminated,  or 
used  only  as  a  last  resort,  and  states  that 
pulmonary  function  tests  are  more  reliable. 
Still  another  commenter  points  out  that 
arterial  blood-gas  studies  do  not  correlate 
well  with  pulmonary  function  test  results,  (b) 
Some  commenters  suggest  that  since  the 
object  of  the  tests  is  to  determine  whether  the 
miner  is  capable  of  performing  his  or  her 
usual  job,  the  claimant  shoidd  be  exercised 
regardless  of  whether  the  resting  sample 
meets  the  requirements  of  Appendix  C. 

Others  suggest  that  the  attending  physician 
should  make  a  non-binding  preliminary 
judgment  as  to  whether  the  at-rest  results 
meet  the  standards.  If  they  do  not,  an 
exercise  blood-gas  test  should  be  given 
immediately,  unless  contraindicated,  (c)  One 
commenter  believes  that  the  ten  criteria 
listed  in  subsection  (c)  should  improve  the 
standardization  of  blood-gas  studies,  but 
suggests  that  an  eleventh  item  be  added  to 
indicate  the  use  of  tonometered  blood  as  a 
quality  control  procedure.  He  states  that  the 
results  of  the  quality  control  procedure 
should  be  submitted  in  the  blood^gas  report, 
which  should  indicate  whether  the  equipment 
was  working  properly  at  the  time  the  test  was 
performed,  (d)  One  commenter  suggests  that 
the  equipment  should  be  set  up  with 
precision  gases  that  have  been  micro- 
scholandered,  and  that  calibration  should  be 
checked  before  and  after  each  test  (e)  The 
suggestion  was  made  that  the  regulation 
specify  that  blood-gas  studies  be  performed 


on  a  patient  breathing  room  air.  (f)  One 
commenter  states  that  many  physicians 
administer  blood-gas  tests  to  patients  who 
are  in  a  recumbent  position.  It  was  also 
argued  that  obstructive  airway  disease  (e.g., 
asthma  or  bronchitis),  cigarette  smoking, 
obesity,  age  and  other  factors  can  cause  a 
decrease  in  pOi. 

Discussion  and  changes:  (a)  Although 
several  commenters  disparage  the  utility  or 
reliability  of  arterial  blc^-gas  studies,  many 
commenters  state,  and  it  is  the  Department’s 
position,  that  the  most  useful  measurement  of 
the  efficiency  of  the  heart-lung  system  is  the 
arterial  oxygen  tension.  Arterial  blood 
measurements  are  extremely  helpful  in  the 
evaluation  of  functional  impairment, 
particularly  when  the  ventilatory  test  results 
are  inconsistent,  or  the  symptoms  are  out  of 
proportion  to  the  measurable  ventilatory 
defect.  Arterial  blood-gas  studies  do  not 
always  correlate  with  pulmonary  function 
studies.  Indeed,  arterial  blood-gas  studies 
sometimes  demonstrate  significant 
impairment  when  ventilatory  functions  are 
relatively  normal.  Likewise,  ventilatory 
function  studies  may  indicate  several 
abnormalities  when  blood-gas  studies  show 
little  impairment.  The  two  tests  measure 
different  components  of  lung  function. 
Therefore,  both  tests  will  continue  to  be 
accepted.  The  tests  supplement  one  another, 
and  both  are  useful.  Several  commenters 
recommend  that  the  Department  establish 
criteria  for  the  administration  and  analysis  of 
the  (A-a)Ot  gradient.  The  Department  does 
not  deem  it  advisable  to  establish  such 
criteria  at  this  time  because  the  measure  is 
extremely  laborious,  difficult  to  administer, 
and  few  laboratories  are  equipped  to  make 
this  measurement  In  addition,  the  arterial 
blood  oxygen  tension  measures  the  overall 
ability  of  ffie  lung  to  properly  provide  oxygen 
for  body  metabolism  and  thus  provides  a 
more  useful  measurement  in  oirier  to 
determine  the  overall  ability  of  the  individual 
to  function.  These  remarks  are  not  meant  to 
indicate  an  objection  to  the  use  of  the  (A- 
a]Ot  gradient  in  appropriate  cases  as 
supplemental  information  in  assessing 
impairment.  For  this  reason,  the  Department 
believes  that  it  is  best  included  in  the 
category  of  other  medical  evidence  discussed 
in  §  718.107.  (b)  The  regulation  states  that 
where  the  results  of  the  blood-gas  study  at 
rest  do  not  satisfy  the  requirements  of 
Appendix  C,  an  exercise  blood-gas  test  shall 
be  offered  to  the  miner  unless  it  is  medically 
contraindicated.  Implicit  in  this  statement  is 
the  fact  that  the  attending  physician  must 
make  a  preliminary  judgment  as  to  whether 
the  at-rest  results  meet  the  standards. 
Therefore,  no  change  in  the  wording  of  the 
regulation  is  necessary.  There  is  no  need  to 
conduct  an  exercise  blood-gas  study  in  every 
case,  as  suggested  by  some  commenters. 
While  it  is  true  that  arterial  blood  oxygen 
tension  actually  increases  during  exercise  in 
some  subjects,  as  compared  to  the  resting 
level  this  is  seldom  a  dramatic  increase. 
Furthermore,  such  information  is  more  useful 
in  determining  what  type  of  pulmonary 
impairment  exists  rather  than  whether  a 
significant  pulmonary  impairment  exists  at 
all.  The  Department  does  not  believe  that 
individuals  who  have  arterial  blood  oxygen 
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pressures  below  the  disabling  level  at  rest 
should  be  subjected  to  an  exercise  test  to 
determine  whether  there  is  a  slight  rise  in 
their  oxygen  tension  during  exercise,  (c)  At 
present,  few  laboratories  are  equipped  to  use 
tonometered  blood  as  a  means  of  quality 
control.  To  require  the  use  of  tonometered 
blood  would  unduly  restrict  the  number  of 
laboratories  available  to  the  miner  for  the 
administration  of  arterial  blood-gas  tests.  For 
this  reason,  the  Department  has  not  added 
this  requirement  to  the  regulation,  (d) 
Similarly,  few  laboratories  are  equipped  to 
calibrate  instruments  with  precision  gases 
that  have  been  micro-scholandered.  Each 
manufacturer  of  equipment  has  set  up  its  own 
guidelines  for  the  calibration  of  that 
equipment.  It  will  be  assumed,  unless  there  is 
evidence  to  the  contrary,  that  these 
guidelines  will  be  foUowed  by  the  testing 
laboratory.  The  Department  agrees  that 
calibration  should  be  checked  both  before 
and  after  each  test  and  this  fact  must  be 
noted  on  each  test  report  submitted,  (e)  The 
comment  that  blood-gas  tests  should  be 
performed  with  a  patient  breathing  room  air 
is  certainly  valid.  Such  requirement  is 
implicit  in  the  standard  medical  practice  for 
the  administration  of  blood-gas  tests  and 
does  not  need  to  be  specifically  noted  in  the 
regulation,  (f)  It  is  true  that  many  physicians 
perform  arterial  blood-gas  studies  with  the 
patient  in  a  recumbent  position.  However,  it 
is  not  difficult  for  a  physician  to  perform  the 
study  with  the  patient  in  a  sitting  position,  as 
required  by  the  regulation.  It  is  important  that 
all  blood-gas  studies  which  are  performed  for 
disability  evaluation  under  this  regulation  be 
conducted  in  the  same  manner.  The  sitting 
position  is  preferable  to  the  recumbent 
position  for  several  reasons.  First,  there  is  a 
signiRcant  fall  in  arterial  oxygen  tension  from 
the  upright  to  the  recumbent  position  even  in 
normal  individuals.  This  is  accentuated  by 
obesity,  even  in  the  absence  of  lung  disease. 
Additionally,  because  most  workers  perform 
their  work  activities  in  the  upright  position,  it 
is  appropriate  to  use  the  sitting  position  when 
drawing  the  arterial  blood  gases.  This  method 
insures  that  the  results  will  be  comparable  to 
those  with  the  patient  standing.  The  comment 
that  many  other  factors  besides 
pneumoconiosis  can  result  in  lowered  arterial 
blood  oxygen  tension  is  true.  This  is  also  true 
of  any  pulmonary  function  test.  In  every  case 
it  is  the  responsibility  of  the  adjudication 
officer  to  determine,  from  all  the  evidence, 
whether  the  impairment  demonstrated  by  the 
medical  test  is  due  to  pneumoconiosis,  llie 
fact  that  a  medical  test  does  not  indicate  the 
cause  of  an  impairment  does  not  make  that 
test  invalid  as  to  the  determination  of 
whether  an  impairment  exists. 

§  718.106  Autopsy;  biopsy. 

(a)  A  report  of  an  autopsy  or  biopsy 
submitted  in  connection  with  a  claim 
shall  include  a  detailed  gross 
macroscopic  and  microscopic 
description  of  the  lungs  or  visualized 
portion  of  a  lung.  If  a  surgical  procedure 
has  been  performed  to  obtain  a  portion 
of  a  lung,  the  evidence  shall  include  a 
copy  of  the  surgical  note  and  the 
pathology  report  of  the  gross  and 


microscopic  examination  of  the  surgical 
specimen.  If  an  autopsy  has  been 
performed,  a  complete  copy  of  the 
autopsy  report  shall  be  submitted  to  the 
Office. 

(b)  No  report  of  an  autopsy  or  biopsy 
submitted  in  connection  with  a  claim 
shall  be  considered  imless  the  report 
complies  with  the  requirements  of  this 
section.  Special  consideration  shall, 
however,  be  given  to  the  report  of  a 
biopsy  or  autopsy  of  a  miner  who  died 
before  the  effective  date  of  this  part, 
even  where  the  report  is  not  in 
substantial  compliance  with  the 
requirements  of  this  section. 

(c)  A  negative  biopsy  is  not  conclusive 
evidence  that  the  miner  does  not  have 
pneumoconiosis.  However,  where 
positive  findings  are  obtained  on  biopsy, 
the  results  will  constitute  evidence  of 
the  presence  of  pneumoconiosis. 

Comments  received:  (a)  A  niunber  of 
comments  suggest  that  standards  be 
established  for  the  performance  of  autopsies 
and  the  reporting  of  biopsy  results,  (b)  Some 
comments  urge  ffiat  an  autopsy  or  biopsy 
report  should  be  admissible,  for  whatever 
probative  value  it  has,  regardless  of  whether 
it  complies  with  the  standards  of  this 
regulation.  The  commenters  point  out  that  at 
the  time  an  autopsy  or  biopsy  was  performed, 
the  physician  may  not  have  been  aware  of 
the  Department’s  regulations.  Another 
comment  states  that  while  the  regulation 
requires  compliance  with  the  requirements  of 
this  section,  no  requirements  are  specified,  (c) 
One  person  testified  that  if  an  autopsy  is 
performed,  it  should  include  all  of  ffie  vital 
organs.  Another  testified  that  an  autopsy  of 
the  heart  lungs  and  trachea  should  be 
required  in  all  cases  in  which  black  lung 
benefits  have  been  paid.  One  comment  states 
that  autopsies  should  not  be  required,  and 
that  those  performed  should  be  limited  to  the 
lung  and  heart  regions,  [d]  One  comment 
objects  to  the  failure  of  the  regulation  to 
establish  pathological  criteria  on  which  to 
base  a  diagnosis  of  pneumoconiosis.  Some 
comments  urge  that  histological  preparations 
and  slides  supporting  the  existence  of 
pneumoconiosis  should  be  retained  for 
examination  by  other  physicians,  including 
Department  consultants.  They  also  urge  that 
a  pathologist’s  report  should  not,  by  itself,  be 
sufficient  proof  of  pneumoconiosis  where 
reasonable  doubt  exists  about  the  presence 
of  pneumoconiosis,  (e)  One  comment 
suggests  that  the  provision  that  special 
consideration  “may”  be  given  to  the  reports 
concerning  miners  who  died  before  the 
effective  date  of  this  part  should  be  made 
mandatory,  (f)  Several  persons  testified  that  a 
negative  biopsy  should  not  be  interpreted  as 
evidence  that  ^e  miner  does  not  have 
pneumoconiosis.  Another  comment  states 
that  a  negative  biopsy  does  not  prove  the 
absence  of  pneumoconiosis  because  the 
lesions  are  scattered  throughout  the  lui^s  in 
a  non-uniform  fashion.  For  this  reason,' ffie 
commenter  urges  that  biopsy  results  should 
be  used  only  in  cases  where  positive  findings 
are  obtained. 


Discussion  and  changes:  (a)  In  response  to 
comments  received,  the  Department  intends 
to  promulgate  additional  standards  for 
conducting  autopsies.  Section  718.106(a) 
includes  standaris  for  reporting  biopsy 
results,  (b)  The  Department  does  not  agree 
with  those  commenters  who  argue  that  an 
autopsy  or  biopsy  report  should  be 
admissible  regardless  of  its  compliance  with 
the  standards  of  this  regulation.  The 
standards  set  forth  in  tUs  section  are  the 
minimum  standards  which  must  be  followed 
in  order  to  acerbately  ascertain  the  presence 
or  absence  of  pneumoconiosis  on  biopsy  or 
autopsy.  Therefore,  these  standards  must  be 
followed  in  connection  with  all  biopsies  and 
autopsies  performed  after  the  effective  date 
of  this  part.  However,  the  Department  agrees 
that  it  would  be  unduly  harsh  to  reject  the 
report  of  an  autopsy  or  biopsy  conducted  on 
a  miner  who  died  before  the  effective  date  of 
this  part,  where  the  autopsy  or  biopsy  was 
not  conducted  in  compliance  with  the 
relevant  requirements.  For  this  reason,  the 
regulation  specifies  that  special  consideration 
shall  be  given  to  the  report  of  such  biopsy  or 
autopsy,  (c)  This  regulation  is  not  meant  to  be 
construed  to  require  an  autopsy  or  biopsy  in 
every  case.  It  simply  deals  with  the  standards 
to  be  applied  to  the  conduct  and  reporting  of 
any  autopsy  or  biopsy  which  is  performed.  At 
a  minimum,  an  autopsy  performed  to 
determine  the  presence  or  absence  of 
pneumoconiosis  requires  an  examination  of 
the  heart  and  lungs.  Of  course,  the 
pathologist  may  choose  to  conduct  a  more 
complete  autopsy  in  any  individual  case,  (d) 
In  the  absence  of  a  consensus  in  the  medical 
community  concerning  pathological  criteria 
for  the  diagnosis  of  pneumoconiosis,  the 
Department  does  not  believe  that  it  is 
appropriate  to  specify  such  criteria  in  these 
relations.  'The  Department  agrees  that 
histological  preparations  and  slides  should  be 
retained  for  review,  (e)  The  Department  is  in 
agreement  that  special  consideration  must  be 
given  reports  concerning  miners  who  died 
before  the  effective  date  of  this  part  and  the 
regulation  has  been  changed  accordingly,  (f) 
The  Department  agrees  that  lung  biopsies  are 
usually  unrepresentative  of  the  whole  lung, 
and  the  Department  has  added  a  new 
subsection  to  reflect  these  comments. 

§  718.107  Other  medical  evidence. 

The  results  of  any  medically 
acceptable  test  or  procedure  reported  by 
a  physician  not  addressed  in  this 
subpart  which  test  or  procedure  tends  to 
demonstrate  the  presence  or  absence  of 
pneumoconiosis  or  the  sequelae  of 
pneumoconiosis  or  the  presence  or 
absence  of  a  respiratory  or  pidmonary 
impairment,  may  be  submitted  in 
connection  with  a  claim  and  shall  be 
given  appropriate  consideration. 

Comments  received:  (a)  Some  commenters 
urge  that  the  phrase  “medically  accepted,” 
used  in  the  proposed  regulation,  be  deleted 
on  the  grounds  that  it  is  vague  and  would 
promote  litigation.  They  further  state  that  the 
claimant  should  not  have  the  burden  of 
proving  what  is  “medically  accepted,”  and 
that  knowledge  of  what  is  "medically 
accepted”  is  not  necessarily  within  the  scope 
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of  an  adjudication  officer’s  expertise. 

Another  commenter  testified  that  the  term 
“medically  accepted”  should  be  changed  to 
“medically  acceptable.”  (b)  Some 
commenters  also  suggest  that  the  phrase  “or 
absence”  be  deleted,  (c)  Other  commenters 
suggest  that  the  regulation  should  specify 
some  of  the  tests  which  constitute  other 
relevant  evidence  such  as:  lung  volumes; 
diffusion  capacity:  oxygen  uptake;  EKG  stress 
testing;  COt  production  studies;  and  arterial 
to  alveolar  oxygen  gradient  ((A-a]  Ot 
gradient). 

Discussion  and  changes:  (a)  The 
Department  agrees  that  the  term  “medically 
accepted”  shodd  be  changed  to  “medically 
acceptable,”  and  the  reguTation  has  been 
changed  accordingly.  Medically  acceptable 
tests  are  those  used  by  a  significant  segment 
of  the  medical  community  to  determine  the 
existence  of  a  particular  condition  or 
impairment.  The  Department  is  retaining  the 
requirement  that  a  test  be  medically 
acceptable  in  order  to  be  considered  as 
evidence.  This  is  a  reasonable  requirement 
which  is  intended  to  insure  that  all  eligibility 
determinations  are  based  on  valid  medical 
evidence,  (b)  The  Department  has  not  deleted 
the  phrase  “or  absence”  fitim  the  regulation. 

If  the  test  demonstrating  the  absence  of 
pneumoconiosis  is  a  “medically  acceptable” 
test,  the  results  of  such  a  test  should  be 
considered,  (c)  The  comments  received 
regarding  a  specific  listing  of  medically 
acceptable  tests  are  inconsistent  with  the 
purpose  of  this  regulation.  *1110  express 
purpose  of  this  regulation  is  to  allow 
consideration  of  any  medically  acceptable 
evidence  which  the  examining  physician 
deems  appropriate  in  connection  with  a  claim 
for  benefits.  Thus,  any  list  of  Qiedically 
acceptable  tests  might  imply  that  tests  not 
specifically  listed  are  not  deemed  acceptable, 
liiis  is  not  the  intent  of  the  regulation. 

Subpart  C— Determining  Entitiement  to 
Benefits 

§  718.201  Definition  of  pneumoconiosis. 

For  the  purpose  of  the  Act, 
“pneumoconiosis”  means  a  chronic  dust 
disease  of  the  lung  and  its  sequelae, 
including  respiratory  and  pulmonary 
impairments,  arising  out  of  coal  mine 
employment.  This  definition  includes, 
but  is  not  limited  to.  coal  workers’ 
pneumoconiosis,  anthracosilicosis, 
anthracosis,  anthrosilicosis,  massive 
pulmonary  fibrosis,  progressive  massive 
*  fibrosis,  silicosis  or  silicotuberculosis, 
arising  out  of  coal  mine  employment. 

For  purposes  of  this  definition,  a  disease 
“arising  out  of  coal  mine  employment” 
includes  any  chronic  pulmonary  disease 
resulting  in  respiratory  or  pulmonary 
impairment  significantly  related  to.  or 
substantially  aggravated  by,  dust 
exposure  in  coal  mine  employment 

Comments  received:  (a)  A  number  of 
comments  were  received  concerning  the 
types  of  diseases  that  should  be  included 
within  the  definition  of  “pneumoconiosis." 
Several  members  of  Congress  urged  that 
anthracosis  and  silicotuberculosis  be 


included  in  the  list  of  diseases  specifically 
enumerated  in  the  regulation.  Many 
commenters  object  to  the  exclusion  in  the 
proposed  regulation  of  cancer  and  diseases  of 
bacteriological  or  viral  origin  fi’om  being 
considered  to  have  arisen  out  of  dust 
exposure  in  coal  mine  employment.  A  smaller 
number  of  comments  agree  with  this 
exclusion.  Several  persons  testified  that 
emphysema  and  bronchitis  should  be 
included  as  chronic  pulmonary  diseases 
which  may  result  in  respiratory  or  pulmonary 
impairment  arising  out  of  coal  mine 
employment  and  that  the  regulation  should 
specify  precisely  which  diseases  are  included 
in  the  definition.  One  commenter  urged  that 
the  definition  not  include  pulmonary 
impairment  caused  by  chronic  obstructive 
lung  diseases  and  another  testified  that 
massive  pulmonary  fibrosis  and  progressive 
massive  fibrosis  should  not  be  included  in  the 
definition,  (b)  A  number  of  commenters 
suggest  that  portions  of  the  regiilations  are 
vague.  These  commenters  question  the 
meaning  of  “aggravated”  by  dust  exposure 
and  whether  temporary  as  well  as  permanent 
aggravation  is  included.  One  person  urges 
that  the  word  “permanently"  be  added  before 
“aggravated”  and  another  suggests  that 
“substantially”  or  “materially”  be  substituted 
for  “significantly,”  since  the  suggested  words 
have  been  given  meaning  by  decisions  under 
other  workers’  compensation  statutes. 

Another  comment  urges  that  the  word 
“aggravated”  be  striven  since  it  can  be 
argued  that  all  chronic  pulmonary  diseases, 
regardless  of  etiology,  might  be  aggravated 
by  exposure  to  coal  dust,  and  that  it  is 
beyond  the  Department's  statutory  authority 
to  provide  compensation  for  all  such 
diseases. 

Discussion  and  changes:  (a)  The  definition 
of  pneumoconiosis  is  changed  to  include 
anthracosis  and  silicotuberculosis.  These 
diseases  were  previously  included  in  the  list 
of  diseases  within  the  definition  of 
“pneumoconiosis”  (see  20  CFR  410.40(b)(1) 
and  727.202)  and  available  medical  evidence 
does  not  justify  their  exclusion  fi'om  this 
regulation.  The  exclusion  of  cancer  and 
diseases  of  bacteriological  or  viral  origin  has 
been  deleted.  It  is  possible  that  a  relationship 
between  these  diseases  and  exposure  to  coal 
mine  dust  can  be  established  by  medical 
evidence  in  a  particular  case,  e.g.,  an 
increased  propensity  for  persons  with 
pneumoconiosis  for  developing  a  bacterial 
disease.  The  Department  has,  therefore, 
determined  that  the  exclusion  contained  in 
the  proposed  rule  is  not  appropriate.  By 
deleting  the  exclusion,  findings  of  a 
relationship  between  these  diseases  and  dust 
exposure  in  coal  mine  employment  are 
permitted  if  the  medical  evidence  supports 
such  a  finding.  See  Discussion  and  changes 
accompanying  §  727.202  (43  FR  36825,  Aug. 

18, 1978).  The  recommendation  that  the 
regulation  should  specify  precisely  which 
diseases  are  to  be  included  is  not  accepted. 

The  regulation  states  that  the  definition 
includes,  but  is  not  limited  to,  the  listed 
diseases.  It  would  be  almost  impossible  to 
list  all  possible  diseases,  particularly  in  view 
of  the  constantly  changing  state  of  medical 
knowledge.  The  Department  rejects  the  view 
that  massive  pulmonary  fibrosis  and 


I 

progressive  massive  fibrosis  should  not  be 
included  in  the  definition.  These  diseases  are 
generally  accepted  as  establishing  the 
existence  of  complicated  pneumoconiosis 
and  their  inclusion  in  the  regulation  is 
consistent  with  section  411(c)(3)  of  the  Act. 

(b)  The  recommendation  that  the  term 
“substantially”  be  added  to  the  phrase 
“aggravated  by  dust  exposure”  is  accepted.  It 
is  a  commonly  agreed-upon  principle  of 
workers’  compensation  law  that  an  employer 
takes  ail  employee  with  whatever  underlying 
conditions  the  employee  has.  Accordingly, 
aggravation  of  a  preexisting  condition  to  the 
point  of  disability *is  considered  a  proper 
basis  for  awarding  benefits  under  many 
compensation  laws  including  the 
Longshoremen’s  and  Harbor  Workers’ 

Compensation  Act  and  is  consistent  with  the 
amended  statutory  definition  of 
pneumoconiosis.  It  is  intended  by  this 
regulation  that  the  significant  and  permanent 
aggravation  of  a  preexisting  condition  by  coal 
dust  exposure  should  be  considered  a  basis 
for  eligibility  where  all  other  requirements 
have  been  met.  The  Department  also  rejects 
the  view  that  the  term  “aggravated”  should 
be  stricken  bom  the  regulation.  See 
Discussion  and  changes  accompanying 
S  727.202  (43  FR  36825,  Aug.  18, 1978). 

§  718.202  Determining  the  existence  of 
pneumoconiosis. 

(a)  A  finding  of  the  existence  of 
pneumoconiosis  may  be  made  as 
follows: 

(1)  A  chest  X-ray  conducted  and 
classified  in  accordance  with  §  718.102 
may  form  the  basis  for  a  finding  of  the 
existence  of  pneumoconiosis.  Except  as 
otherwise  provided  in  this  section, 
where  two  or  more  X-ray  reports  are  in 
conflict,  in  evaluating  such  X-ray  reports 
consideration  shall  be  given  to  the 
radiological  qualifications  of  the 
physicians  interpreting  such  X-rays. 

(i)  In  all  claims  where  there  is  other 
evidence  of  pulmonary  or  respiratory 
impairment,  a  Board-certified  or  Board- 
eligible  radiologist’s  interpretation  of  a 
chest  X-ray  shall  be  accepted  by  the 
Office  if  the  X-ray  is  in  compliance  with 
the  requirements  of  S  718.102  and  if  such 
X-ray  has  been  taken  by  a  radiologist  or 
qualified  radiologic  technologist  or 
technician  and  there  is  no  evidence  that 
the  claim  has  been  fiaudulently 
represented. 

(ii)  The  following  definitions  shall 
apply  when  making  a  finding  in 
accordance  with  this  paragraph. 

(A)  The  term  “other  evidence”  means 
medical  tests  such  as  blood-gas  studies, 
pulmonary  function  studies  or  physicial 
examinations  or  medical  histories  which 
establish  the  presence  of  a  chronic 
pulmonary,  respiratory  or  cardio¬ 
pulmonary  condition,  and  in  the  case  of 
a  deceased  miner,  in  the  absence  of 
medical  evidence  to  the  contrary, 
affidavits  of  persons  with  knowledge  of 
the  miner’s  physical  condition. 
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(B)  “Pulmonary  or  respiratory 
impairment”  means  inability  of  the 
human  respiratory  apparatus  to  perform 
in  a  normal  manner  one  or  more  of  the 
three  components  of  respiration, 
namely,  ventilation,  perfusion  and 
diffusion. 

(C)  “Board-certified”  means 
certification  in  radiology  or  diagnostic 
roentgenology  by  the  American  Board  of 
Radiology,  Inc.  or  the  American 
Osteopadiic  Association. 

(D)  “Board-eligible”  means  the 
successful  completion  of  a  formal 
accredited  residency  program  in 
radiology  or  diagnostic  roentgenology. 

(E)  “Certified  ‘B*  reader”  or  “  ‘B’ 
reader”  means  a  physician  who  has 
demonstrated  proficiency  in  evaluating 
chest  roentgenograms  for 
roentgenographic  quality  and  in  the  use 
of  the  ILO-U/C  classification  for 
interpreting  chest  roentgenograms  for 
pneumoconiosis  and  other  diseases  by 
taking  and  passing  a  specially  designed 
proficiency  examination  given  on  behalf 
of  or  by  the  Appalachian  Laboratory  for 
Occupational  Safety  and  Health.  See  42 
CFR  37.51(b)(2). 

(F)  “Qualified  radiologic  technologist 
or  technician”  means  an  individual  who 
is  either  certified  as  a  registered 
technologist  by  the  American  Registry  of 
Radiologic  Technologists  or  licensed  as 
a  radiologic  technologist  by  a  state 
licensing  board. 

(2)  A  biopsy  or  autopsy  conducted 
and  reported  in  compliance  with 

§  718.106  may  be  the  basis  for  a  finding 
of  the  existence  of  pneumoconiosis.  A 
finding  in  an  autopsy  of  anthracotic 
pigmentation,  however,  shall  not  be 
sufficient,  by  itself,  to  establish  the 
existence  of  pneumoconiosis.  A  report 
of  autopsy  shall  be  accepted  unless 
there  is  evidence  that  the  report  is  not 
accurate  or  that  the  claim  has  been 
fraudulently  represented. 

(3)  If  the  presumptions  described  in 
§§  718.304,  718.305  or  §  718.306  are 
applicable,  it  shall  be  presumed  that  the 
miner  is  or  was  suffering  from 
pneumoconiosis. 

(4)  A  determination  of  the  existence  of 
pneumoconiosis  may  also  be  made  if  a 
physician,  exercising  sound  medical 
judgment,  notwithstanding  a  negative  X- 
ray,  finds  that  the  miner  suffers  or 
suffered  from  pneumoconiosis  as 
defined  in  §  718.201.  Any  such  finding 
shall  be  based  on  objective  medical 
evidence  such  as  blood-gas  studies, 
electrocardiograms,  pulmonary  function 
studies,  physical  performance  tests, 
physical  examination,  and  medical  and 
work  histories.  Such  a  finding  shall  be 
supported  by  a  reasoned  mescal 
opinion. 


(b)  No  claim  for  benefits  shall  be 
denied  solely  on  the  basis  of  a  negative 
chest  X-ray. 

(c)  A  determination  of  the  existence  of 
pneumoconiosis  shall  not  be  made 
solely  on  the  basis  of  a  living  miner’s 
statements  or  testimony. 

Comments  received:  This  section  generated 
many  comments  concerning  the  use  of  “B” 
readers,  the  definitions  of  “other  evidence” 
and  “pulmonary  or  respiratory  impairment,” 
the  prescribed  qualifications  of  radiologists 
and  technicians,  the  use  of  biopsies  and 
autopsies,  the  use  of  X-rays  to  show  the 
presence  or  absence  of  pneumoconiosis,  and 
the  value  of  a  living  miner’s  testimony,  (a) 
Many  commenters  object  to  the  provision 
providing  that  where  conflicting  X-rays  are 
received,  consideration  must  be  given  to  the 
radiological  qualifications  of  the  physicians 
interpreting  such  X-rays.  This  is  seen  by 
many  commentators  as  a  return  to  the  “battle 
of  the  ‘B*  readers,”  not  countenanced  by  the 
Reform  Act.  Other  comments  urge  the 
Department  to  maintain  and  utilize  the 
expertise  of  certified  “B”  readers.  One 
commenter  suggested  that  if  conflicting  films 
are  submitted,  all  films  should  be  interpreted 
by  a  radiologist  of  recognized  stature,  whose 
intarpretation  would  then  be  the  final 
opinion.  Another  commenter  suggests  that 
where  there  is  a  conflict  in  the  evidence, 
special  consideration  should  be  given  to  the 
opinion  of  the  claimant’s  family  physician. 
Others  suggest  that  X-rays  may  be  reread 
only  for  quality  and  for  discovery  of  other 
life-threatening  diseases.  One  commenter 
supports  the  proposed  subsection  as  written. 
Another  commenter  recommends  that  a 
definition  of  a  certified  “B”  reader  be  added 
to  this  regulation  because  of  the  confusion 
surrounding  the  term,  and  that  the  definition 
specify  that  “B”  readers  must  have  taken  and 
passed  the  improved  examination  of  125  test 
films  now  being  given. 

Another  comment  urges  that  the  regulation 
explicitly  require  the  same  physician 
qualifications  regardless  of  whether  other 
evidence  of  pulmonary  or  respiratory 
impairment  exists,  (b)  Some  comments 
suggest  that  a  pulmonary  specialist  certified 
by  the  American  Board  of  Internal  Medicine 
or  one  eligible  for  certification  in  pulmonary 
diseases  by  that  Board  should  also  be 
permitted  to  interpret  X-rays,  (c)  A  number  of 
comments  urge  deletion  of  the  proposed 
paragraph  (a)(l)(ii)  which  states  that 
consideration  of  any  other  relevant  evidence 
in  determining  the  presence  or  absence  of 
pneumoconiosis  is  not  precluded,  (d)  Many 
comments  were  received  regarding  Ae 
definitions  to  be  applied  when  making  a 
finding  in  accord  with  this  section.  Most  of 
these  urge  that  lay  evidence  should  be 
included  as  “other  evidence,”  regardless  of 
the  presence  or  absence  of  medical  evidence 
to  the  contrary.  One  comment,  however, 
contends  that  affidavits  may  be  received 
from  physicians,  but  not  fi*om  lay  persons. 
Another  conunent  suggests  that  the  terms 
“blood  gas  studies”  and  “pulmonary  function 
studies”  be  clarified,  (e)  Some  commenters 
contend  that  the  definition  of  “pulmonary 
and  respiratory  impairment”  is  too 
restrictive.  A  number  of  comments  suggest 


that  the  failure  to  mention  symptoms  such  as 
chronic  cough,  bronchitis,  and  infection  might 
leave  the  impression  that  they  were  meant  to 
be  excluded.  One  person  suggests  that  the 
regulation  state  that  impairment  may  be 
found  in  tests  that  do  not  meet  the  standards 
of  the  Appendices  and  Tables,  since 
impairment  may  be  less  than  total  disability, 
(f)  One  person  suggests  that  the  definition  of 
“^ard-certified”  and  “Board-eligible”  should 
include  certification,  or  eligibility  for 
certification,  by  the  American  Osteopathic 
Association  in  Radiology.  One  person 
testified  that  a  physician  who  has 
successfully  completed  a  formal,  approved 
residency  program  in  radiology  or  diagnostic 
roentgenology  is  eligible  for  examination  by 
the  American  Board  of  Radiology,  (g)  Two 
comments  were  received  regarding  use  of  a 
biopsy  or  an  autopsy  as  a  basis  for  a  finding 
of  the  existence  of  pneumoconiosis.  One 
comment  suggests  that  the  regulation  specify 
what,  besides  anthracotic  pigmentation,  is 
necessary  to  establish  pneumoconiosis  in  an 
autopsy.  One  person  testified  that  the 
regulation  should  not  use  the  term 
“anthracotic”  or  anthracosis,”  because  many 
doctors  erroneously  believe  that  these  terms 
are  related  only  to  anthracite  mining,  (h)  A 
number  of  comments  were  received 
concerning  a  determination  of  the  existence 
of  pneumoconiosis  bases  upon  a  physician’s 
reasoned  medical  opinion.  Some  persons 
suggest  that  the  existence  of  a  negative  X-ray 
should  rule  out  pneumoconiosis.  According  to 
one  commenter,  in  those  cases  in  which  there 
is  a  negative  X-ray,  it  is  erroneous  to  suggest 
that  blood-gas  studies,  pulmonary  function 
studies  and  electrocardiograms  are  objective 
medical  evidence  on  which  to  base  a 
diagnosis  of  coal  workers’  pneumoconiosis 
because,  for  exeunple,  there  are  many  causes 
of  blood-gas  abnormalities,  and  pulmonary 
function  abnormalities  are  non-specific,  i.e., 
their  presence  does  not  necessarily  indicate 
that  coal  mine  employment  was  responsible. 
According  to  this  same  commentator,  the 
measurement  of  long  volumes  and  diffusing 
capacities  will  detect  virtually  all  pulmonary 
impairments,  and  because  almost  all 
claimants  say  they  have  dyspnea,  the 
description  of  dyspnea  in  a  physical 
examination  is  not  reliable.  Another 
comment  states  that  the  thrust  of  this 
subsection  is  good,  but  that  the  regulation 
should  make  clear  that  the  physician’s 
opinion  need  not  be  based  on  all  of  the  listed 
tests  and  factors.  Another  comment  urges 
that  the  evidence  not  be  limited  to  objective 
medical  evidence.  One  comment  states  that  a 
determination  of  pneumoconiosis  cannot  be 
made  on  the  basis  of  blood-gas  studies, 
electrocardiograms,  pulmonary  function 
studies,  physical  performance  tests  and 
physical  examinations.  Rather,  it  can  only  be 
made  with  the  help  of  an  X-ray  or  a 
pathologic  examination  in  addition  to  the 
studies  listed.  Other  comments  suggest  that 
the  regulation  provide  that  the  existence  of 
pneumoconiosis  does  not  necessarily  imply 
“total  disability,”  “partial  disability,”  or  even 
“significant  impairment”  (i)  Some 
commentators  seek  to  refute  the  provision 
prohibiting  denial  of  a  claim  solely  on  the 
basis  of  a  negative  chest  X-ray.  One  comment 
suggests  adding  a  new  subsection  providing 
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that  no  claim  may  be  denied  solely  on  the 
basis  of  a  failure  to  show  pulmonary  function 
test  values  equal  to  or  less  than  the  values 
listed  in  Tables  Bl,  2,  3,  or  4  in  Appendix  B. 

(j)  A  number  of  comments  recommended  that 
the  subsection  providing  that  the  finding  of 
the  existence  of  pneumoconiosis  shall  not  be 
made  solely  on  the  basis  of  a  living  miner's 
testimony  be  deleted.  One  person  suggests 
that  the  provision  is  without  basis  in  the 
statute  and  conflicts  with  the  fact  that  such 
testimony  can  establish  the  presumption 
embodied  in  S  718.305(a).  Another  states  that 
if  a  claimant  who  is  too  elderly  to  perform 
any  of  the  physical  performance  tests  has  one 
positive  and  one  negative  X-ray,  the  only 
evidence  the  claimant  can  rely  on  is  his  or 
her  lay  testimony. 

Discussion  and  changes:  The  purpose  of 
S  718.202  is  to  properly  implement  the 
requirements  of  sections  413(b)  and 
402(f)(1)(D)  of  the  Act.  Responses  to  specific 
comments  are  as  follows:  (a)  the  Act  requires 
that  all  relevant  evidence  be  considered  in 
determining  the  validity  of  claims.  Where 
there  are  two  or  more  X-ray  reports  based 
upon  X-rays  which  are  of  sufficient  quality  to 
be  considered  relevant  evidence,  and  such 
reports  are  in  conflict,  the  radiological 
qualifications  of  the  physicians  interpreting 
such  X-rays  are  material  factors  which  may 
be  considered  by  the  adjudication  officer  in 
determining  the  weight  to  be  given  to  the 
evidence  submitted.  Accordingly,  the 
qualifications  of  the  reader  at  the  time  of  the 
interpretation  shall  be  considered,  (b)  All 
relevant  evidence  will  be  considered  for  the 
purpose  of  determining  the  presence  or 
absence  of  pneumoconiosis  except  where 
special  rules  have  been  imposed  by  Congress, 
(c)  f¥oposed  section  (a)(l)(ii)  has  been 
eliminated  because  it  has  been  incorrectly 
interpreted  to  mean  that  the  Department 
would  reinterpret  X-rays  and  use  such 
reinterpretation  for  the  purpose  of  denying 
claims.  The  intention  of  the  Department  is  to 
re-read  X-rays  only  to  determine  whether 
they  are  of  sufficient  quality  to  be  considered 
relevant  evidence,  (d)  It  is  made  clear  in  the 
Act  and  its  legislative  history  that  the 
Department  of  Labor  must  accept  the  X-ray 
interpretation  submitted  by,  or  on  behalf  of, 
the  claimant  only  in  those  cases  where  there 
is  “other  evidence  that  a  miner  has  a 
pulmonary  or  respiratory  impairment  *  * 
and  the  X-ray  was  interpreted  by  a  Board- 
certified  or  Board-eligible  radiologist.  The 
statute  does  not  require  the  Department  to  ^ 
accept  an  X-ray  interpretation  in  the  absence 
of  such  evidence.  The  view  that  lay  evidence 
alone  should  be  considered  sufficent  “other 
evidence  of  impairment”  in  this  connection  in 
the  case  of  a  living  miner  cannot  be  accepted. 
The  law  requires,  in  the  case  of  a  living 
miner,  that  the  presence  of  a  respiratory  or 
pulmonary  impairment  be  established  by 
medical  evidence.  The  miner  is  entitled  to 
free  medical  examinations  and  tests,  and 
these  will  be  provided.  Although  lay  evidence 
may  be  considered  in  every  claim,  the  results 
of  these  examinations  and  tests  are  the  best 
evidence  of  a  respiratory  or  pulmonary 
impairment.  The  recommendation  that  a 
listing  of  specific  pulmonary  function  tests  be 
included  is  not  accepted.  Such  a  listing  may 
be  interpreted  to  suggest  that  those  tests 


listed  were  the  favored  “other  medical 
evidence"  tests.  The  examining  physician  is 
in  the  best  position  to  judge  which  other 
medical  evidence  is  indicated  in  any  given 
case,  (e)  The  definition  of  “pulmonary  or 
respiratory  impairment”  has  been  changed  to 
reflect  that  any  measurable  level  of 
respiratory  or  pulmonary  function  which 
signiBcantly  deviates  ffom  normal  shall  be 
sufficient  to  establish  impairment  (f) 
Suggestions  by  several  commenters  relating 
to  the  deSnitions  of  “Board-certified”  and 
“Board-eligible”  have  been  accepted  and  the 
definitions  revised  accordingly,  (g) 
Suggestions  relating  to  the  content  of  a  report 
of  autopsy  or  biopsy  used  to  establish  the 
existence  of  pneumoconiosis  are  outside  the 
scope  of  this  section.  Requirements  for  such 
reports  are  discussed  in  §  718.106.  (h)  The 
recommendations  regarding  use  of  a 
physician's  reasoned  medical  opinion  as  a 
basis  for  determining  the  existence  of 
pneumoconiosis  have  not  been  accepted. 
While  it  is  true  that  a  definitive  diagnosis  of 
pneumoconiosis  is  best  made  with  pathologic 
examination  of  the  lung,  it  is  also  true  that  a 
diagnosis  can  be  made  with  reasonable 
certaintly  on  the  basis  of  other  factors.  In  the 
absence  of  a  positive  X-ray,  when  a 
significant  pulmonary  impairment  has  been 
demonstrated  on  the  basis  of  objective  tests, 
and  no  significant  factors  other  than  coal 
mine  dust  exposure  causing  pulmonary 
impairment  are  shown  to  exist,  then  a 
diagnosis  by  exclusion  may  be  made.  Each 
claim  should  be  considered  on  the  basis  of  all 
the  relevant  evidence  available,  (i)  Section 
413(b)  of  the  Act  prohibits  denial  of  a  claim 
solely  on  the  basis  of  the  results  of  a  chest  X- 
ray.  Except  where  special  rules  have  been 
imposed  by  Congress,  all  relevant  evidence 
will  be  considered,  (j)  Suggestions  relating  to 
the  sole  use  of  a  living  miner's  statements  or 
testimony  have  not  been  accepted.  This 
section  does  not  prohibit  consideration  of  a 
living  miner's  statements  or  testimony  in 
concert  with  medical  evidence. 

§  718.203  Establishing  relationship  of 
pneumoconiosis  to  coal  mine  employment. 

(a)  In  order  for  a  claimant  to  be  found 
eligible  for  benefits  under  the  Act,  it 
must  be  determined  that  the  miner’s 
pneumoconiosis  arose  at  least  in  part 
out  of  coal  mine  employment.  The 
provisions  in  this  section  set  forth  the 
criteria  to  be  applied  in  making  such  a 
determination. 

(b)  If  a  miner  who  is  suffering  or 
suffered  from  pneumoconiosis  was 
employed  for  ten  years  or  more  in  one  or 
more  coal  mines,  there  shall  be  a 
rebuttable  presumption  that  the 
pneumoconiosis  arose  out  of  such, 
employment. 

(c)  If  a  miner  who  is  suffering  or 
suffered  from  pneumoconiosis  was 
employed  less  than  ten  years  in  the 
nation's  coal  mines,  it  shall  be 
determined  that  such  pneumoconiosis 
arose  out  of  that  employment  only  if 
competent  evidence  establishes  such  a 
relationship. 


Comments  received:  A  number  of 
comments  were  received  on  proposed 
subsection  (c)  of  this  regulation.  These 
commenters  urge  that  even  if  there  is  another 
“substantial  source  of  the  pneumoconiosis,” 
the  claimant  should  be  permitted  to 
demonstrate  that  coal  mine  employment,  in 
fact  caused  the  pneumoconiosis.  One  person 
testihed  that  the  use  of  lay  evidence  should 
not  be  limited  to  cases  involving  a  deceased 
miner.  Several  coal  mine  consthiction 
employers  testified  regarding  the  rebuttable 
presumption  contained  in  this  section, 
referencing  S  718.310(b).  The  argued  that  the 
presumption  should  not  be  available  to  coal 
mine  construction  employees  because  they 
are,  to  some  degree,  transient  (e.g.,  mine 
construction  employees  over  a  ten-year 
period  may  work  for  many  different 
employers,  or,  alternatively,  the  workers  are 
hired  out  of  a  union  hiring  hall)  and  the  coal 
mine  construction  employers  would  be 
placed  in  a  situation  of  being  liable  for  the 
payment  of  benefits  even  though  their 
employees  may  have  been  minimally,  if  at  all, 
exposed  to  coal  mine  dust.  It  was  also  argued 
that  the  burden  of  establishing  years  of  coal 
mine  employment  should  be  the 
responsibility  of  the  employee  and,  further, 
there  should  be  a  requirement  for  employee 
record  keeping.  One  coal  mine  construction 
employer  testified  that  the  company  did 
retain  payroll  records  and  a  calendar 
indicating  the  type  of  job  the  employee  was 
performing. 

Discussion  and  changes:  This  section  is  not 
intended  to  suggest  that  where  there  is 
another  substantial  source  of  the 
pneumoconiosis,  because  of  dust  exposure 
outside  of  the  miner's  coal  mine  employment, 
coal  mine  employment  cannot  also  be  a 
substantial  Source  of  the  pneumoconiosis. 
Accordingly,  the  suggestion  that  subsection 
(c)  be  revised  by  deleting  the  last  clause  has 
been  accepted  to  avoid  any 
misunderstanding.  Lay  evidence  may,  of 
course,  be  considered  in  every  claim. 
Subparagraph  (c)  has  been  revised  to  reflect 
this.  However,  in  the  case  of  a  living  miner, 
such  person  may  not  be  able  to  establish  the 
relationship  of  pneumoconiosis  to  coal  mine 
employment  on  the  basis  of  lay  evidence 
alone,  particularly  where  the  file  contains 
contrary  medical  evidence.  Congress  has 
determined  that  coal  mine  construction 
workers  are  to  be  included  within  the  Act's 
definition  of  “miner”  and  has  clearly  so 
indicated  in  section  402(d)  of  the  Act.  There 
is  no  statutory  authority  to  limit  the 
application  of  presumptions  contained  in  the 
Act.  Further,  section  422(h)  of  the  Act 
authorizes  the  Secretary  of  Labor  to  “by 
regulation  establish  standards,  which  may 
include  appropriate  presumptions,  for 
determining  whether  pneumoconiosis  arose 
out  of  employment  in  a  particular  coal  mine, 
or  mines.” 

§  718.204  Total  disability  defined.  Criteria 
for  determining  total  disability. 

(a)  General.  Beneffts  are  provided 
under  the  Act  for  or  on  behalf  of  miners 
who  are  totally  disabled  due  to 
pneumoconiosis,  or  who  were  totally 
disabled  due  to  pneumoconiosis  at  the 
time  of  death.  The  standards  of  this 
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section  shall  be  applied  to  determine 
whether  a  miner  is  or  was  “totally 
disabled”  for  the  purpose  of  the  Act. 

(b)  Total  disability  defined.  A  miner 
shall  be  considered  totally  disabled  if 
the  irrebuttable  presumption  in  §  718.304 
applies.  If  the  irrebuttable  presumption 
described  in  §  718.304  does  not  apply,  a 
miner  shall  be  considered  totally 
disabled  if  pneumoconiosis  as  defined  in 
§  718.201  prevents  or  prevented  the 
miner 

(1)  From  performing  his  or  her  usual 
coal  mine  work;  and 

(2)  From  engaging  in  gainful 
employment  in  the  immediate  area  of  his 
or  her  residence  requiring  the  skills  or 
abilities  comparable  to  those  of  any 
employment  in  a  mine  or  mines  in  which 
he  or  she  previously  engaged  with  some 
regularity  over  a  substantial  period  of 
time. 

(c)  Criteria.  In  the  absence  of  contrary 
probative  evidence,  evidence  which 
meets  the  standards  of  either  paragraph 

(1),  (2),  (3),  (4)  or  (5)  of  this  subsection 
shall  establish  a  miner’s  total  disability: 

(1)  Pulmonary  function  tests  showing 
values  equal  to  or  less  than  those  listed 
in  Table  Bl  (Males)  or  Table  B2 
(Females)  in  Appendix  B  to  this  part  for 
an  individual  of  the  miner’s  age,  sex, 
and  height  for  the  FEVi  test;  if,  in 
addition,  such  tests  also  reveal  the 
values  specified  in  either  subparagraphs 
(1)  (i)  or  (ii)  or  (iii)  of  this  paragraph; 

(1)  Values  equal  to  or  less  than  those 
listed  in  Table  B3  (Males)  or  Table  B4 
(Females)  in  Appendix  B  of  this  part,  for 
an  individual  of  the  miner’s  age,  sex, 
and  height  for  the  FVC  test,  or 

(ii)  Values  equal  to  or  less  than  those 
listed  in  Table  B5  (Males)  or  Table  B6 
(Females)  in  Appendix  B  to  this  part,  for 
an  individual  of  the  miner’s  age,  sex, 
and  height  for  the  MW  test,  or 

(iii)  A  percentage  of  55  or  less  when 
the  results  of  the  FEVi  test  are  divided 
by  the  results  of  the  FVC  test  (FEVi/ 

FVC  equal  to  or  less  than  55%),  or 

(2)  Arterial  blood-gas  tests  show  the 
values  listed  in  Appendix  C  to  this  part, 
or 

(3)  The  miner  has  pneumoconiosis  and 
has  been  shown  by  Ae  medical 
evidence  to  be  suffering  fi'om  cor 
pulmonale  with  right  sided  congestive 
heart  failure,  or 

(4)  Where  total  disability  cannot  be 
established  under  paragraphs  (c)(1), 

(c)(2)  or  (c)(3)  of  this  section,  or  where 
pulmonary  function  tests  and/or  blood- 
gas  studies  are  medically 
contraindicated,  total  disability  may 
nevertheless  be  found  if  a  physician 
exercising  reasoned  medical  judgment, 
based  on  medically  acceptable  clinical 
and  laboratory  diagnostic  techniques, 
concludes  that  a  miner’s  respiratory  or 
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pulmonary  condition  prevents  or 
prevented  the  miner  from  engaging  in 
employment  as  described  in  paragraph 
(b)  of  this  section,  or 

(5)  In  the  case  of  a  claim  filed  by  the 
survivor  of  a  miner,  where  there  is  no 
medical  or  other  relevant  evidence,  the 
affidavits  of  persons  knowledgeable  of 
the  miner’s  physical  condition  shall  be 
sufficient  to  establish  total  disability. 

(d)  In  determining  total  disability,  the 
following  shall  apply  to  statements 
made  by  miners  about  their  condition: 

(1)  Statements  made  before  death  by  a 
deceased  miner  about  his  or  her 
physical  condition  are  relevant  and 
shall  be  considered  in  making  a 
determination  as  to  whether  the  miner 
was  totally  disabled  at  the  time  of 
death. 

,  (2)  In  the  case  of  a  living  miner’s 
claim,  a  finding  of  total  disability  shall 
not  be  made  solely  on  the  miner’s 
statements  or  testimony. 

(e)  In  determining  total  disability  to 
perform  usual  coal  mine  work,  the 
following  shall  apply  in  evaluating  the 
miner’s  employment  activities: 

(1)  In  the  case  of  a  deceased  miner, 
employment  in  a  mine  at  the  time  of 
death  shall  not  be  conclusive  evidence 
that  the  miner  was  not  totally  disabled. 
To  disprove  total  disability,  it  must  be 
shown  that  at  the  time  the  miner  died, 
there  were  no  changed  circumstances  of 
employment  indicative  of  his  or  her 
reduced  ability  to  perform  his  or  her 
usual  coal  mine  work. 

(2)  In  the  case  of  a  living  miner,  proof 
of  current  employment  in  a  coal  mine 
shall  not  be  conclusive  evidence  that  the 
miner  is  not  totally  disabled  unless  it 
can  be  shown  that  there  are  no  changed 
circumstances  of  employment  indicative 
of  his  or  her  reduced  ability  to  perform 
his  or  her  usual  coal  mine  work. 

(3)  Changed  circumstances  of 
employment  indicative  of  a  miner’s 
reduced  ability  to  perform  his  or  her 
usual  coal  mine  work  may  include  but 
are  not  limited  to: 

(i)  The  miner’s  reduced  ability  to 
perform  his  or  her  customary  duties 
without  help:  or 

(ii)  The  miner’s  reduced  ability  to 
perform  his  or  her  customary  duties  at 
his  or  her  usual  levels  of  rapidity, 
continuity  or  efficiency;  or 

(iii)  The  miner’s  transfer  by  request  or 
assignment  to  less  vigorous  duties  or  to 
duties  in  a  less  dusty  part  of  the  mine. 

(f)  No  miner  who  is  engaged  in  coal 
mine  employment  shall  (except  as 
provided  in  §  718.304)  be  entitled  to  any 
benefit  under  this  part  while  so 
employed.  Any  miner  who  has  been 
determined  to  be  eligible  for  benefits 
shall  be  entitled  to  benefits  only  if  the 
miner’s  employment  terminates  within 


one  year  after  the  date  such 
determination  becomes  final. 

Comments  received:  (a)  One  conunenter 
recommends  that  the  parenthetical  phrase 
“(that  is,  ‘comparable  and  gainful  work’)’’  be, 
eliminated  because  that  phrase  leaves  out  the 
concepts  of  regularity,  availability,  and 
duration,  whic^  must  also  characterize  work 
if  a  miner  is  to  be  determined  able  to  perform 
it.  The  conunenter  feels  that  this  disparity 
raises  an  unnecessary  ambigiiity  that  might 
lead  to  an  impermissibly  broad  definition  of 
the  type  of  work  that  may  preclude  a  miner 
from  being  considered  totally  disabled,  (b) 
Several  commenters  suggest  that  the 
Department  forego  use  of  the  MW  test  to 
assess  total  disability.  The  grounds  for  this 
suggestion  are  that  the  MW  test  is  difficult 
to  administer,  involves  significant  patient 
discomfort,  and  may  not  be  as  accurate  an 
indicator  of  disability  as  other  pulmonary 
function  tests.  Some  of  these  commenters 
also  suggest  that  the  Department  utilize  the 
FVC  test  instead  of,  or  in  conjunction  with, 
the  MW  test  to  assess  total  Usability.  In 
their  view,  the  FVC  test  is  preferable  for  a 
number  of  reasons.  First,  the  FVC  test  is  an 
automatically  performed  extension  of  the 
FEVi  test,  which  is  the  primary  test  the 
Department  uses  to  assess  total  disability. 
Second,  the  FVC  test  is  accurate  and  easy  to 
administer.  Third,  in  conjunction  with  the 
FEVi  test,  the  FVC  will  identify  types  of 
disabilities  which  neither  test  alone 
measures,  (c)  Several  commenters  suggest 
that  pneumoconiosis  in  conjunction  with 
conditions  other  than  cor  pulmonale  with 
right  sided  congestive  heart  failure  ought  to 
establish  total  disability.  One  physician 
states  that  a  valid  diagnosis  of  cor  pulmonale 
with  right  sided  congestive  heart  failure, 
where  a  miner  also  has  pneumoconiosis, 
conclusively  establishes  total  disability.  He, 
therefore,  recommends  that  the  regulations 
eliminate  the  opportunity  to  rebut  a  finding  of 
total  disability  where  such  a  diagnosis  is 
made  by  competent  medical  authorities,  (d) 
Several  commenters  object  to  the 
requirement  that  a  diagnosis  of  total 
disability  be  made  based  on  “medically 
accepted”  clinical  and  diagnostic  techniques 
because  in  many  cases  there  is  legitimate 
medical  debate  as  to  what  is  “accepted”  and 
what  is  not  (e)  One  conunenter  objects  to  the 
prohibition  against  proving  a  living  miner’s 
claim  solely  by  the  miner’s  own  statements 
and  testimony.  The  conunenter  feels  that  this 
prohibition  will  promote  filvolous  appeals  by 
employers  who  will  automatically  assert  diat 
benefits  in  a  successful  claim  were  awarded 
solely  on  the  basis  of  a  miner’s  testimony  or 
statements.  In  the  commenter's  view,  this  risk 
is  unwarranted  because  the  miner’s 
testimony  and  statements  are  competent 
evidence  and  should  be  considered  by  the 
adjudication  officer  without  restriction  for 
whatever  they  are  worth,  (f)  Several 
commenters  object  to  the  provision  that  in 
survivor’s  claims,  affidavits  of  those  other 
than  a  survivor  may  not  establish  the  miner’s 
total  disability.  These  commenters  argue  that 
such  a  restriction  directly  contradicts  section 
413(b)  of  the  Act  as  amended  by  section  5(a) 
of  the  Black  Limg  Benefits  Reform  Act  of  1977 
which  states  that:  “Where  there  is  no  medical 
or  other  relevant  evidence  in  the  case  of  a 
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deceased  miner”  the  affidavits  of  "persons 
with  knowledge  of  the  miner's  physical 
condition  .  .  .  shall  be  suRicient  to  establish 
that  the  miner  was  totally  disabled  due  to 
pneumoconiosis.”  (g)  One  commenter  objects 
to  the  use  of  the  statements  of  a  deceased 
miner  to  prove  a  survivor's  claim  because  it 
deprives  the  employer  of  the  right  of  cross 
examination.  Another  commenter,  however, 
objects  to  the  provision  that  such  statements 
are  to  be  admitted  only  "as  appropriate.”  In 
this  commenter's  view,  all  such  statments.are 
relevant  and  should  be  considered  by  the 
adjudication  officer  for  whatever  they  are 
worth,  (h)  Several  commenters  object  to  the 
requirement  that  working  miners  show 
"changed  circumstances  of  employment,”  as 
an  indication  of  reduced  ability  to  work,  if 
their  employment  is  not  to  foreclose  a  finding 
of  total  disability.  The  basis  for  this  objection 
is  the  belief  that  one  purpose  of  the  Black 
Lung  BeneHts  Act  was  to  eliminate  the  fact  of 
employment  as  a  means  to  rebut  claims.  As 
support  for  this  position,  these  commenters 
point  out  that  the  Black  Lung  Benefits  Reform 
Act  of  1977  allows  a  miner  to  have  his  or  her 
eligibility  determined  and  then  to  choose 
whether  to  leave  employment  in  the  mines. 
These  commenters  are  especially  fearful  that 
if  a  disabled  miner  continues  to  do  his  or  her 
job  through  sheer  determination  alone,  the 
miner  will  not  be  found  to  be  working  under 
“changed  circumstances  of  employment”  and 
will  be  denied  beneflts.  Taking  the  opposing 
view,  another  commenter  suggests  that  if  a 
miner  is  working,  by  deBnition  he  or  she  is 
not  totally  disabled  and  should  be  denied 
total  disability  beneBts  even  if  the  mider 
meets  medical  standards  for  total  disability. 

Discussion  and  changes:  (a)  It  is  possible 
that  the  parenthetical  phrase  “(that  is, 
‘comparable  and  gainM  work')”  might  cause 
confusion  about  the  precise  type  of  available 
work  which  would  deny  a  miner  benefits. 

The  regulation  has  been  rearranged  to  refer 
to  the  full  deBnition  of  such  work,  and  the 
parenthetical  phrase  has  been  eliminated,  (b) 
The  Department  agrees  that  there  are  some 
drawbacks  to  the  MW  test.  These 
drawbacks  do  not,  however,  outweight  the 
advantages  of  retaining  the  option  for  a  miner 
to  establish  total  disability  through  this  test. 
The  Department  also  agrees  that  the  FVC  test 
has  been  shown  to  be  a  reliable  and  easily 
administered  test  of  pulmonary  capacity. 

Thus,  the  regulations  have  been  amended  to 
included  both  tests.  Under  Appendix  B,  a 
miner  will  be  able  to  establish  total  disability 
by  first  qualifying  under  the  FEV,  standards 
and.  in  addition,  qualifying  under  the 
standards  for  either  the  FVC  or  the  MW' 
tests,  or  by  showing  a  speciBed  ratio  between 
the  results  of  FEVi  and  FVC  testing,  (c)  The 
record  is  devoid  of  medical  evidence 
demonstrating  that  a  diagnosis  of 
pneumoconiosis  in  conjunction  with 
conditions  other  than  cor  pulmonale  with 
right  sided  congestive  heart  failure  should 
entitle  a  miner  to  a  determination  of  total 
disability.  Thus,  no  change  in  the  regulation 
has  been  made  on  this  point. 

The  contention  that  a  diagnosis  of 
pneumoconiosis  and  cor  pulmonale  with  right 
sided  congestive  heart  failure  should  entitle  a 
miner  to  an  irrebuttable  presumption  of  total 
disability  is  equally  unsupportable.  Section 


411(c)(3)  of  the  Act  specifies  the  only  types  of 
diagnosis  which  may  give  rise  to  an 
irrebuttable  presumption  of  total  disability:  If 
a  miner  is  suffering  or  suffered  from  a  chronic 
dust  disease  of  the  lung  which  (A)  when 
diagnosed  by  chest  roentgenogram,  yields 
one  or  more  large  opacities  (greater  than  one 
centimeter  in  diameter)  and  would  be 
classiBed  in  category  A,  B,  or  C  in  the 
International  ClassiBcation  of  Radiographs  of 
the  Pneumoconioses  by  the  International 
Labor  Organization,  (B)  when  diagnosed  by 
biopsy  or  autopsy  yields  massive  lesions  in 
the  lung,  or  (C)  when  diagnosis  is  made  by 
other  means,  would  be  a  condition  which 
could  reasonably  be  expected  to  yield  results 
described  in  clause  (A)  or  (B)  if  diagnosis  had 
been  made  in  the  manner  prescribed  in 
clause  (A)  or  (B),  then  there  shall  be  an 
irrebuttable  presumption  that  he  is  totally 
disabled  due  to  pneumoconiosis  or  that  his 
death  was  due  to  pneumoconiosis,  or  that  at 
the  time  of  his  death  he  was  totally  disabled 
by  pneumoconiosis,  as  the  case  may  be. 

A  diagnosis  of  pneumoconiosis  and  right 
sided  congestive  heart  failure  is  specified  in 
neither  (A)  or  (B)  of  section  411(c)(3).  Nor  is 
there  anything  in  the  record  to  support  the 
contention  that  it  is  the  type  of  diagnosis  that 
would  meet  the  requirements  of  (C). 
Accordingly,  the  regulation  as  originally 
proposed  accivately  reflects  the  mandate  of 
the  Act.  (d)  The  Department  agrees  that  there 
is  debate  among  practitioners  on  whether 
various  clinical  and  diagnostic  techniques 
should  be  used  to  diagnose  total  disability. 
Therefore,  the  term  “medically  accepted”  has 
been  cha  ged  to  “medically  acceptable”  so 
that  any  technique  with  a  body  of  respectable 
medical  support  will  be  allowable,  (e)  The 
Department  disagrees  with  the  suggestion 
that  the  prohibition  against  proving  a  living 
miner's  claim  solely  on  the  basis  of  his  or  her 
testimony  be  dropped.  Living  miners  are 
available  to  undergo  the  medical  tests  and 
examinations  which  are  the  best  evidence  of 
disability  and  its  extent.  If  a  miner  is  unable 
because  of  the  extent  of  his  or  her  physical 
condition  to  undergo  such  tests  or 
examinations,  that  is  an  independent  fact 
which  may,  by  itself,  be  relevant  to  establish 
total  disability.  Thus,  there  is  no  logical 
reason  to  allow  a  living  miner  to  establish 
total  disability  on  the  basis  of  his  or  her 
statement  alone.  Furthermore,  the  possibility 
of  frivolous  appeals  by  the  employers 
contending  that  awards  are  based  solely  on 
the  testimony  of  living  miners  is  remote.  The 
Administrative  Procedure  Act,  5  U.S.C. 

557(c),  and  20  CFR  725.417,  725.477,  require 
administrative  law  judges  and  deputy 
commissioners  to  specify  the  basis  of  their 
findings  in  each  claim.  Accordingly,  except 
where  the  record  clearly  shows  sole  reliance 
on  a  living  miner's  testimony,  there  should  be 
no  room  for  argument  on  this  point,  and  the 
certainty  of  increased  costs  and  attorneys' 
fees  in  a  losing  cause  ought  to  provide  an 
adequate  deterrent  to  frivolous  appeals,  (f) 

The  Department  agrees  with  the  commenters 
who  argue  that  the  plain  language  of  the  Act 
fails  to  support  the  restriction  that  in 
survivors'  claims  where  there  is  no  medical 
or  other  relevant  evidence,  only  the  affidavit 
of  a  miner's  survivor  may  establish  total 
disability.  The  regulation  has  been  amended 


to  provide  that  the  affidavit  of  any  person 
having  knowledge  of  the  miner's  physical 
condition  may  establish  that  a  deceased 
miner  was  totally  disabled  by 
pneumoconiosis,  (g)  The  Department 
disagrees  with  the  position  that  because  they 
are  not  subject  to  cross-examination, 
statements  of  a  miner  made  before  death 
should  not  be  used  to  prove  a  survivor’s 
claim.  There  is  ample  precedent  in  the  law  for 
the  consideration  of  such  statements  because 
in  many  cases  they  will  provide  a  reliable 
indication  of  symptoms  bearing  upon  a 
miner’s  condition  before  death  even  though 
such  statements  are  not  subject  to  cross 
examination.  As  pointed  out  in  the  discussion 
of  §  718.206,  hereinafter,  the  Administrative 
Procedure  Act  speciBcally  allows  the 
introduction  of  such  hearsay  evidence  in 
administrative  proceedings.  Furthermore, 
even  under  the  far  more  stringent  Federal 
Rules  of  Evidence  which  apply  to  jury  trials. 
Rule  803(3)  allows  the  introduction  of  similar 
evidence.  For  these  reasons,  the  Department 
agrees  with  the  commenter  who  argues  that 
all  statements  concerning  his  or  her  condition 
made  by  a  miner  before  death  should  be 
considered  and  given  the  weight  to  which 
they  are  entitled  under  the  facts  and 
circumstances  of  each  individual  case.  Thus, 
the  regulation  has  been  aiqended  to  make  the 
right  to  introduce  such  statements 
unconditional  by  deleting  the  phrase  "as 
appropriate.”  (h)  The  Department  disagrees 
that  a  purpose  of  the  Black  Lung  Beneflts 
Reform  Act  of  1977  was  to  eliminate  entirely 
the  fact  of  present  employment  as  an  issue  in 
determing  the  claims  of  living  miners.  It  is 
true  that  the  Black  Lung  Beneflts  Reform  Act 
of  1977  allows  living  miners  to  have  their 
eligibility  for  beneflts  determined  while  they 
are  working  and  then  choose  whether  to 
,  leave  coal  mine  employment.  It  is  also  true, 
however,  that  section  2(c)(B)  of  the  Black 
Lung  Beneflts  Reform  Act  of  1977  specifles 
that  the  fact  of  employment  in  the  mines  is 
not  to  be  conclusive  in  the  claims  of  both 
living  miners  and  survivors,  and  the 
regulation  tracks  these  statutory  instructions 
exactly.  Nevertheless,  to  allay  die  possibility 
that  the  regulation  might  incorrectly  be 
construed  to  require,  as  an  indication  of 
reduced  ability  to  perform  usual  coal  mine 
work,  some  formal  change  in  employment 
status,  the  regulation  has  been  amended  to 
include  examples  which  show  that  such  a 
formal  change  in  status  is  imnecessary.  (i)  To 
promote  greater  clarity,  the  structure  of  the 
regulation  has  been  substantially  altered.  The 
new  structure: 

(1)  Deletes  redundant  material; 

(2)  Makes  clear  that  the  tests  of 
“comparable  and  gainful  work”  and  inability 
to  perform  usual  work  do  not  apply  where  an 
irrebuttable  presumption  of  total  disability 
due  to  pneumoconiosis  has  been  established; 
and 

(3)  Clarifies  the  evidentiary  requirements 
for  establishing  and  rebutting  total  disability 
where  the  irrebuttable  presumption  does  not 
apply. 

Regarding  these  evidentiary  requirements, 
in  accordance  with  the  legislative  history  of 
the  Act,  the  regulation  specifles  that  although 
the  claimant  has  the  burden  of  meeting  the 
evidentiary  standards  of  paragraph  (c)  of 
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S  718.204,  these  do  not  include  proof  of 
inability  to  perform  usual  coal  mine  work, 
even  where  the  miner  is  currently  working  or 
was  working  at  death,  or  proof  of  inability  to 
perform  "comparable  and  gainful  work.” 
Having  met  the  evidentiary  standards  of 
paragraph  (c),  the  claimant  has  established  a 
prima  facie  case,  which  must  be  overcome  by 
contrary  probative  evidence  if  total  disability 
is  to  be  disproved.  Paragraphs  (e)  and  (f)  of 
the  regulation  also  describe  the  differing 
weight  which  the  Act  and  the  accompanying 
conference  report  accord  to  current 
employment  in  a  mine,  or  employment  in  a 
mine  at  the  time  of  death,  in  rebutting  total 
disability.  Thus,  to  rebut  total  disability  it 
must  be  shown  that  there  were  no  changed 
circumstances  of  employment  indicative  of 
the  miner’s  reduced  ability  to  perform  his  or 
her  usual  coal  mine  work. 

§  718.205  OMth  due  to  pneumoconiosis. 

(a)  Benefits  are  provided  to  eligible 
survivors  of  a  miner  whose  death  was 
due  to  pneumoconiosis. 

(b)  Death  will  be  considered  due  to 
pneumoconiosis  if  any  of  the  following 
criteria  is  met: 

(1)  Where  competent  medical 
evidence  established  that  the  miner’s 
death  was  due  to  pneumoconiosis,  or 

(2)  Where  death  was  due  to  multiple 
causes  including  pneiunoconiosis  and  it 
is  not  medically  feasible  to  distinguish 
which  disease  caused  death  or  the 
extent  to  which  pneumoconiosis 
contributed  to  the  cause  of  death,  or 

(3)  Where  the  presumption  set  forth  at 
§  718.304  is  applicable,  or 

(4)  Where  either  of  the  presumptions 
set  forth  at  §  718.303  or  §  718.305  is 
applicable  and  has  not  been  rebutted. 

(c)  For  the  purpose  of  this  section, 
death  shall  be  considered  to  be  due  to 
pneumoconiosis  where  the  cause  of 
death  is  significantly  related  to  or 
ag^avated  by  pneumoconiosis. 

Comments  received:  One  commenter 
argues  that  to  consider  death  to  be  due  to 
pneumoconiosis  where  the  cause  of  death  is 
only  significantly  related  to  or  aggravated  by 
pneumoconiosis  would  expand  coverage 
beyond  the  limits  established  by  the  Act. 

Discussion  and  changes:  The  Department 
disagrees  that  the  Act  specifies  that  death 
may  be  found  to  be  due  to  pneumoconiosis 
only  where  pneumoconiosis  is  the  sole  cause 
of  death.  In  fact,  the  Act  does  not  define  what 
constitutes  “death  due  to  pneumoconiosis.” 
Congress  gave  the  Secretary  of  Labor  the  sole 
discretion  to  define  that  term,  the  conference 
report  plainly  stating:  “The  conferees  intend 
that  the  Secretary  of  Labor  shall  promulgate 
regulations  for  the  determination  of  total 
disability  or  death  due  to  pneumoconiosis.” 

(H.  REP.  NO.  864,  95th  Cong.,  2d  Sess.  2 
(1978).)  In  the  Department’s  view,  to  award 
benefits  only  where  it  could  be  proved  that 
pneumoconiosis  was  the  proximate  cause  of 
death  would  be  to  construe  the  Act  in  an 
artificial,  restrictive  and  inequitable  fashion 
entirely  at  odds  with  both  common  sense  and 
the  remedial  intent  of  Congress.  Thus,  the 


Senate  Committee  oq  Human  Resources, 
reporting  on  S.  1538,  from  which  the  authority 
of  the  Secretary  of  Labor  to  set  standards  for 
death  and  disability  due  to  pneumoconiosis 
emerged  in  the  Act  intact,  stated:  It  is  also 
intended  that  traditional  workers’ 
compensation  principles  such  as  those,  for 
example,  which  permit  a  finding  of  eligibility 
where  the  totally  disabling  conation  was 
significantly  related  to  or  aggravated  by  the 
occupational  exposure  be  included  within 
such  regulations.  (S.  REP.  NO.  209, 95th 
Cong.,  1st  Sess.  13-14  (1977)). 

Accordingly,  the  regulation  has  not  been 
amended  in  the  manner  suggested. 

§  718.206  Effect  of  findings  by  persons  or 
agencies. 

Decisions,  statements,  reports, 
opinions,  or  the  like,  of  agencies, 
organizations,  physicians  or  other 
individuals,  about  the  existence,  cause, 
and  extent  of  a  miner’s  disability,  or  the 
cause  of  a  miner’s  death,  are  admissible. 
If  properly  submitted,  such  evidence 
shall  be  considered  and  given  the  weight 
to  which  it  is  entitled  as  evidence  under 
all  the  facts  before  the  adjudication 
officer  in  the  claim. 

Comments  received:  A  number  of 
commenters  vigorously  objected  to  the 
provision  that  ”decision(s)”  of  organizations, 
agencies  or  individuals  as  to  whether  a 
miner’s  death  or  disability  is  or  is  not  due  to 
a  particular  cause,  may  not  be  considered  by 
the  adjudication  officer  in  deciding  a  claim. 
The  argued  generally  that  such  evidence 
should  be  admissible  and  given  the  value  to 
which  it  is  entitled  under  all  the  facts  and 
circumstances  of  the  particular  claim  before 
the  adjudication  officer. 

Discussion  and  changes:  ’The  Department 
agrees.  Section  7  of  the  Administrative 
Procedure  Act  5  U.S.C.  556(d).  allows 
administrative  agencies  to  accept  hearsay 
evidence  instructing  only  that  “the  agency  as 
a  matter  of  policy  shall  provide  for  the 
exclusion  of  irrelevant  immaterial,  or  unduly 
repetitious  evidence.”  Hie  types  of  evidence 
this  regulation,  as  proposed,  would  have 
excluded,  certainly  do  not  fall  in  the 
categories  of  evidence  against  which  section 
7  admonishes.  In  fact  the  evidence  the 
proposed  regulation  would  have  prohibited  in 
many  circumstances  is  admissible,  even  in 
jury  trials,  under  Rule  803(6)  of  the  Federal 
Rules  of  Evidence  which  allows  the 
introduction  of  records  of  regularly 
conducted  business  activity  and  “factual 
findings  resulting  from  an  investigation  made 
pursuant  to  authority  granted  by  law  *  *  *” 
(Rule  803(8)).  ’Therefore,  the  regiilation  has 
been  redrafted  to  allow  the  introduction  of 
decisions  of  organizations,  agencies,  and 
individuals  on  the  causes  of  a  miner’s 
disability  or  death  for  whatever  it  is  worth. 
'This  change,  however,  (t  in  no  way  meant  to 
detract  from  the  duty  of  the  adjudication 
officer  to  decide  the  ultimate  issues  before 
him  or  her,  and  it  goes  without  saying  that 
conclusions  on  such  issues  in  documents  now 
admissible  under  the  regulation  as  redrafted 
are  not  binding  upon  the  adjudication  officer 
in  any  manner  whatsoever. 


Subpart  D— Presumptions  Applicable 
to  Eligibility  Determinations 

8718.301  Establishing  length  of 
employment  as  a  miner. 

(a)  The  presumptions  set  forth  in 

88  718.302,  718.303,  718.305  and  718.306 
apply  only  if  a  miner  has  been  employed 
in  one  or  more  coal  mines  lor  specified 
periods.  Regular  employment  may  be 
established  on  the  basis  of  any  evidence 
presented,  including  the  testimony  of  a 
claimant  or  other  witnesses,  and  shall 
not  be  contingent  upon  a  finding  of  a 
specific  number  of  days  of  employment 
within  a  given  period. 

(b)  For  the  purposes  of  the 
presiunptions  described  in  this  subpart, 
a  year  of  employment  means  a  period  of 
one  year,  or  partial  periods  totalling  one 
year,  during  which  the  miner  was 
regularly  employed  in  or  aroimd  a  coal 
mine  by  the  operator  or  other  employer. 
A  "working  day”  means  any  day  or  part 
of  a  day  for  wUch  a  miner  received  pay 
for  work  as  a  miner.  If  an  operator  or 
other  employer  proves  that  the  miner 
was  not  employed  in  or  aroimd  a  coal 
mine  for  a  period  of  at  least  125  working 
days  during  a  year,  such  operator  or 
other  employer  shall  be  determined  to 
have  established  that  the  miner  was  not 
regularly  employed  for  a  year  for  the 
purposes  of  this  section.  If  a  miner 
worked  in  or  around  one  or  more  coal 
mines  for  fewer  than  125  days  in  a 
calendar  year,  he  or  she  shall  be 
credited  with  a  fractional  year  based  on 
the  ratio  of  the  actual  number  of  days 
worked  to  125.  No  periods  of  coal  mine 
employment  occurring  outside  the 
United  States  shall  be  credited  toward 
the  use  of  any  presumption  contained  in 
this  part. 

Comments  received:  (a)  A  number  of 
comments  urge  that  the  regulation  provide 
that  the  Department  has  the  responsibility  to 
secure  SSA  earnings  records.  Another 
comment  recommends  that  responsibility  be 
placed  on  coal  operators  to  supply  accurate 
records,  which  must  be  furnished  to  the  miner 
upon  request,  (b)  The  greatest  number  of 
comments  received  on  this  section  concerned 
the  proposed  definition  of  a  “year”  of  coal 
mine  employment.  The  comments  uniformly 
object  to  the  125-day  figiue;  some  argue  that 
it  is  too  long,  others  that  it  is  too  short,  and 
some  that  it  is  arbitrary.  One  commenter 
recommends  that  receipt  of  a  union  pension 
should  be  presumptive  of  twenty  years  of 
coal  mine  employment,  (c)  Coal  mine 
construction  employers  object  to  the 
application  of  the  definition  to  their 
employees.  They  contend  that  the  regulation 
is  inconsistent  with  section  2(b)  of  the  Reform 
Act,  which  defines  a  “miner”  to  include  an 
employee  of  a  coal  mine  construction 
company  only  to  the  extent  that  the  miner 
was  exposed  to  coal  dust  similar  to  that 
encountered  in  underground  coal  mining. 
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Discussion  and  changes:  (a)  It  has  been  the 
practice  of  the  Department  of  Labor  to  assist 
claimants  in  developing  evidence  which  may 
prove  to  be  supportive  of  their  black  lung 
claims.  It  would  be  unnecessarily  duplicative 
for  the  Department  to  request,  in  every  . 
instance,  a  claimant's  earnings  records  from 
the  Social  Security  Administration  when 
those  records  may  contain  the  same 
information  contained  in  the  claimant's 
Department  of  Labor  claim  Hie.  (See 
§  725.404(a]).  However,  in  those  situations 
where  there  is  insufficient  evidence  in  the  Hie 
upon  which  to  base  a  decision  regarding  a 
claim,  the  Department  will  forward  to  the 
claimant  a  “waiver”  form  which  will  permit 
the  Department  to  obtain  the  records  from  the 
Social  Security  Administration.  Additionally, 
if  a  claimant  telieves  that  his  or  her  Social 
Security  Administration  earnings  records  are 
necessary  to  prove  certain  elements  of  a 
claim,  the  claimant  can  write  the  Social 
Security  Administration  and  request  copies 
of  those  records.  Operators  or  employers  of 
miners,  in  many  instances,  will  have  copies 
of  their  employees'  wage  and  earnings 
statements.  When  an  operator  or  other 
employer  controverts  a  claim  based  upon  the 
alleged  failure  of  the  miner  to  work  during 
the  periods  claimed,  the  burden  will  be  upon 
the  operator  or  employer  to  support  this 
allegation  by  documentary  evidence.  Section 
725.404  requires  the  submission  of  all 
documentary  evidence  to  be  offered  into 
evidence  at  a  hearing  before  an 
Administrative  Law  Judge  at  least  20  days 
prior  to  the  hearing.  The  evidence  must  be 
exchanged  between  the  parties.  This 
requirement  should  serve  to  adequately 
notify  the  claimant  of  any  additional  prooL 
necessary  to  substantiate  a  claim. 

(b)  The  same  comments  as  to  what 
constitutes  a  “year"  were  submitted  to  the 
Department  during  its  drafting  of  part  725  of 
this  title.  These  comments  were  fully 
considered  and  discussed  in  the  Discussion 
and  changes  following  S  725.493  published  in 
the  Federal  Register  on  August  18, 1978  (43 
FR  36804). 

(c)  Section  2(d)  of  the  amendments  to  the 
Act  deHnes  the  term  “miner”  to  include  “an 
individual  who  works  or  has  worked  in  coal 
mine  construction  or  transportation  in  or 
around  a  coal  mine,  to  the  extent  such 
individual  was  exposed  to  coal  dust  as  a 
result  of  such  employment.”  Section  7(b)  of 
the  amendments  to  the  Act  exempts 
construction  employers  from  the  insurance 
purchase  requirements  of  the  Act  and  from 
penalties  for  noncompliance  with  those 
requirements,  unless  such  employers  are 
“operators”  within  the  meaning  of  section 
3(d)  of  the  Act,  but  clearly  sets  forth  the 
proposition  that  coal  mine  construction 
employers  are  otherwise  liable  for  benefits 
awarded  on  account  of  pneumoconiosis 
arising  out  of  coal  mine  construction 
employment  (Act,  section  422(b)).  Moreover, 
section  3(d)  of  the  Act  was  amended  to 
include  in  the  deffnition  of  “operator,”  "any 
independent  contractor  performing  services 
or  construction  at  [a]  mine.”  During 
consideration  of  these  amendments.  Congress 
heard  testimony  from  coal  mine  construction 
business  representatives  and  others  who 
urged  that  coal  mine  construction  employers 


should  be  required  to  both  observe  safety 
and  health  standards  when  working  on  jobs 
in  or  aroimd  coal  mines  and  to  provide 
adequate  compensation  benefits  to 
employees  who  were  affected  by 
pneumoconiosis  as  a  result  of  such  work. 

Upon  consideration  of  information 
received.  Congress  determined  to  settle  the 
previously  litigated  coverage  question,  and 
unequivocally  did  so  in  favor  of  coal  mine 
construction  employees  by  explicitly  covering 
coal  mine.con8truction  employers.  'The 
Department  caimot,  by  regulation,  reconsider 
Congress’  determination. 

§  7 1 8.302  Relationship  of  pneumoconiosis 
to  coal  mine  employment 

If  a  miner  who  is  suffering  or  suffered 
from  pneumoconiosis  was  employed  for 
ten  years  or  more  in  one  or  more  coal 
mines,  there  shall  be  a  rebuttable 
presumption  that  the  pneumoconiosis 
arose  out  of  such  employment.  (See 
§  718.203.) 

Comments  received  (a)  One  conunent 
suggests  that  application  of  the  presumption 
should  depend  on  the  type  of  work  the  miner 
performed  prior  to  or  after  his  or  her  coal 
mine  employment,  (b)  Another  comment 
contends  that  the  presumptions  contained  in 
§9  718.302(b).  718.302,  n8.303,  718.305,  and 
718.306  are  contrary  to  statistical  data  and 
medical  evidence  and  are  violative  of  due 
process,  (c)  Several  commenters  discussed 
coal  construction  workers  and  their  inclusion 
within  the  definition  of  “miner.”  They 
describe  the  jobs  and  working  conditions  of 
coal  construction  woricers  as  including,  but 
not  limited  to,  the  following  activities:  (1) 
Surface  operations  such  as  highway 
construction;  (2)  limited  surface  mining;  (3) 
excavation — amoving  rock  and  earth  to 
construct  mine  roads  or  plant  sites,  facing  up 
mine  openings,  etc.;  (4)  digging  shafts  or 
slopes  where  there  may  be  some  exposure  to 
dust;  (5)  building  preparation  plants,  bath 
houses  and  most  mine  facilities;  and  (6) 
erecting  drag  lines  and  shovels.  They  state 
that  coal  construction  workers  are  not 
normally  exposed  to  coal  mine  dust  and,  if 
and  when  exposed,  their  exposure  is  of  either 
rare  or  limited  duration.  One  individual 
stated  that  coal  mine  dust  could  be  controlled 
by  watering.  Additionally,  it  was  stated  that 
coal  construction  workers  are  transient 
Because  of  the  above-stated  conditions,  one 
commenter  stated  that  it  was  his  opinion  that 
coal  construction  workers  were  not  exposed 
to  conditions  similar  to  conditions  in 
underground  mines.  However,  a  coal  miner 
statpd  that  when  these  coal  mine 
construction  workers  are  working  around  the 
tipple,  they  are  exposed  to  coal  mine  dust 
One  of  the  conunenters  requested  that  the 
regulation  provision  should  be  modified  to 
make  it  clear  that  coal  construction  workers 
are  “miners”  only  during  periods  when  they 
are  exposed  to  coal  mine  dust. 

Discussion  and  changes,  (a)  This  regulation 
is  based  on  section  411(c)(1)  of  the  Act  and 
there  is  nothing  in  the  Act,  or  in  its  legislative 
history,  to  support  the  view  that  the 
application  of  the  presumption  is  dependent 
upon  the  miner’s  pre-  or  F^st-coal  mine 
employment,  (b)  The  presumptions  contained 


in  99  71&301(b),  718.302,  7ia303.  718.305,  and 
718.306  are  all  dervied  from  statutory 
presumptions  contained  in  section  411(c)  of 
the  Act  Upon  consideration  of  information 
fiom  various  groups.  Congress  determined 
that  these  presumptions  should  be  available 
to  any  qualified  claimant  subject  in  most 
instances,  to  the  presentation  of  rebuttal 
evidence.  The  presumptions  are  not  violative 
of  due  process  as  all  parties  to  a  black  lung 
claim  have  the  opportunity  to  be  heard,  to 
present  evidence,  and  to  participate  fully  in 
the  proceedings.  Furthermore,  if  there  is  a 
hearing  held  in  connection  with  the  claim,  the 
Office  of  Administrative  Law  Judges  is 
required  to  hold  the  hearing  in  accordance 
with  the  provisions  of  the  Administrative 
Procedure  Act.  Moreover,  in  Usery  v.  Turner-  ' 
Elkhom  Mining  Co.,  428  U.S.  1  (1976),  the 
Supreme  Court  upheld  the  constitutionality  of 
the  presumptions  then  contained  in  the  Act. 

(c)  'Ilie  coal  mine  construction  contractors 
have  strongly  objected  to  this  regulation  on 
the  grounds  that  their  employees  are  not 
exposed  to  coal  mine  dust  and  that  they  (the 
contractors)  will  not  be  able  to  prove  non¬ 
exposure  during  periods  of  coal  mine 
construction  employment  There  is  no 
limitation  on  the  evidence  which  can  be 
presented  in  order  to  rebut  the  presumption, 
and,  if  a  contractor’s  claim  of  non-exposure  is 
valid,  it  would  not  be  liable  for  the  claim.  If 
the  contractor  does  not  keep  records  of  the 
miner’s  employment  history,  the  contractor 
can  solicit  testimony  from  current  or  former 
employees  regarding  the  alleged  absence  of 
dust  in  certain  employment  situations. 

§  718.303  Death  from  a  respirable  disease. 

(a)  If  a  deceased  miner  was  employed 
for  ten  or  more  years  in  one  or  more 
coal  mines  and  died  from  a  respirable 
disease,  there  shall  be  a  rebuttable 
presumption  that  his  or  her  death  was 
due  to  pneumoconiosis. 

(1)  Under  this  presumption,  death 
shall  be  found  due  to  a  respirable 
disease  in  any  case  in  which  the 
evidence  establishes  that  death  was  due 
to  multiple  causes,  including  a 
respirable  disease,  and  it  is  not 
medically  feasible  to  distinguish  which 
disease  caused  death  or  the  extent  to 
which  the  respirable  disease  contributed 
to  the  cause  of  death. 

(b)  The  presumption  of  paragraph  (a) 
of  this  section  may  be  rebutted  by  a 
showing  that  the  deceased  miner  did  not 
have  pneumoconiosis,  that  his  or  her 
death  was  not  due  to  pneumoconiosis  or 
that  pneumoconiosis  did  not  contribute 
to  his  or  her  death. 

Comments  received:  (a)  A  number  of 
comments  luge  that  the  regulation  not 
exclude  lung  cancer  and  diseases  of 
bacteriological  or  viral  origin  as  links  to 
pneumoconiosis,  (b)  Another  comment 
suggests  that,  in  light  of  the  definition  of 
pneumoconiosis,  proposed  9  710.303(c)  is  a 
non-sequitur,  and,  moreover,  the  mere 
presence  of  pneumoconiosis  does  not  entitle 
an  individual  to  benefits  if  death  was  not 
caused  by,  or  significantly  hastened  by. 
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pneumoconiosis,  (c)  Another  commenter 
testified  that  it  was  inappropriate  to  suggest 
that  a  miner’s  death  can  be  caused  by  coal 
workers'  pneumoconiosis. 

Discussion  and  changes:  (a)  'The 
Department  has  considered  and  accepts  the 
comments  urging  that  the  regulation  not 
exclude  lung  cancer  and  diseases  of 
bacteriological  or  viral  origin  as  links  to 
pneumoconiosis.  Since  it  is  possible  that  a 
relationship  between  these  diseases  and 
exposure  to  coal  mine  dust  and  death  may  be 
established  by  medical  evidence  in  a 
particular  case,  the  exclusion  of  these 
conditions  from  those  which  may  trigger  the 
presumption  is  inappropriate.  (See  also  43  FR 
36825,  August  18, 1978,  Discussion  and 
changes  accompanying  9  727.202.)  (b)  Section 
422(h)  of  the  Act  states:  “The  Secreteuy  of 
Labor  shall  by  regulation  establish  standards, 
which  may  include  appropriate  presumptions, 
for  determining  whether  pneumoconiosis 
arose  out  of  employment  in  a  coal  mine  or 
mines.”  Consistent  with  the  above-stated 
statutory  provision,  the  Department  has  a 
responsibility  to  advise  the  parties 
concerning  the  type  of  rebuttal  evidence 
which  may  be  presented  in  the  claims 
adjudication  process  to  rebut  the  ten  year 
presumption.  Proposed  subsection  (c)  has 
been  revised  to  state  more  clearly^how  the 
presumption  of  subsectioa  (a)  may  be 
rebutted.  This  revision  is  contained  in 
subsection  (b).  (c)  Section  411(c)(2)  of  the  Act 
explicitly  recognizes  that  a  miner’s  death  can 
be  caused  by  pneumoconiosis.  The 
Department  cannot,  by  regulation,  reconsider 
or  change  this  Congressional  determination. 

Note. — Because  the  statute  uses  the  term 
“respirable  disease,”  the  Department  has 
incorporated  this  term  in  this  Snal  regulation. 
The  Department  understands  this  term  to 
mean  "respiratory  disease”  as  that  term  is 
accepted  by  the  medical  community. 

§  718.304  Irrebuttable  presumption  of 
total  disability  or  death  due  to 
pneumoconiosis. 

There  is  an  irrebuttable  presumption 
that  a  miner  is  totally  disabled  due  to 
pneumoconiosis,  that  a  miner’s  death 
was  due  to  pneumoconiosis  or  that  a 
miner  was  totally  disabled  due  to 
pneumoconiosis  at  the  time  of  death,  if 
such  miner  is  suffering  or  suffered  from 
a  chronic  dust  disease  of  the  lung  which: 

(a)  When  diagnosed  by  chest  X-ray 
(see  §  718.202  concerning  the  standards 
for  X-rays  and  the  effect  of 
interpretations  of  X-rays  by  physicians) 
yields  one  or  more  large  opacities 
(greater  than  1  centimeter  in  diameter) 
and  would  be  classified  in  Category  A, 

B,  or  C  in: 

(1)  The  ILO-U/C  Internationa! 
Classification  of  Radiographs  of  the 
Pneumoconioses,  1971,  or  subsequent 
revisions  thereto;  or 

(2)  The  International  Classification  of 
the  Radiographs  of  the  Pneumoconioses 
of  the  International  Labour  Office, 
Extended  Classification  (1968)  (which 
may  be  referred  to  as  the  "ILO 
Classification  (1968)”);  or 


(3)  The  Classification  of  the 
Pneumoconioses  of  the  Union 
Internationale  Contra  Cancer/Cincinnati 
(1968)  (which  may  be  referred  to  as  the 
“UICC/Cincinnati  (1968) 

Classification”);  or 

(b)  When  diagnosed  by  biopsy  or 
autopsy,  yields  massive  lesions  in  the 
lung;  or 

(c)  When  diagnosed  by  means  other 
than  those  specified  in  paragraphs  (a) 
and  (b)  of  this  section,  would  be  a 
condition  which  could  reasonably  be 
expected  to  yield  the  results  described 
in  paragraph  (a)  or  (b)  of  this  section 
had  diagnosis  been  made  as  therein 
described:  Provided,  however,  That  any 
diagnosis  made  imder  this  paragraph 
shall  accord  with  acceptable  medical 
procedures. 

Comments  received:  (a)  One  comment 
contends  that  the  presumptions  of  this 
section  are  “highly  unscientific 
pronoimcements  not  home  out  by  the  facts.” 
For  example,  this  commenter  contends,  many 
people  with  large  opacities  are  very  active. 

(b)  Another  comment  suggests  that  the 
reference  to  the  1971  ILO  system  refer  to 
subsequent  revisions,  (c)  Several  comments 
recommend  that  the  proviso  contained  in 
§  718.304(c)  be  eliminated  because  it  is 
unnecessary. 

Discussion  and  changes:  (a)  Section 
411(c)(3)  of  the  Act  serves  as  the  specific 
statutory  authority  for  the  promulgation  of 
9  718.304,  and  the  concerns  expressed  by  this 
comment  are,  therefore,  not  properly 
addressed  to  the  Secretary,  (b)  Clarifying 
changes  have  been  made  in  the  regulations  in 
order  to  incorporate  subsequent  revisions  to 
the  ILO-U/C  International  Classification  of 
Radiographs  of  the  Pneumoconioses,  1971. 

The  inserted  phrase,  "or  subsequent  revisions 
thereto,”  refers  to  any  future  revisions,  (c) 

The  Department  does  not  agree  that  the 
proviso  contained  in  9  718.304(c)  is 
unnecessary  or  that  it  should  be  eliminated. 
The  purpose  of  this  proviso,  which  is  also 
stated  in  20  CFR  410.416(a),  is  to  provide  an 
acceptable  medical  basis  for  diagnosing 
“complicated”  coal  workers’  pneumoconiosis. 
Such  a  diagnosis,  in  the  Department’s 
opinion,  must  be  premised  upon  objective 
medical  findings  based  upon  recognized 
standards  acceptable  to,  and  in  current  use 
by,  the  medical  community.  The  Department 
believes  that  only  such  findings  and 
standards  are  reliable  in  diagnosing 
complicated  pneumoconiosis.  Accordingly, 
the  proviso  will  not  be  deleted.  In  order  to 
make  clear,  however,  that  the  Department 
does  not  intend  to  be  overly  restrictive  in 
accepting  alternative  methods  of  diagnosing 
complicated  pneumoconiosis,  the  Department 
has  deleted  the  word  “generally”  frt)m  the 
proposed  regulation  and  has  changed 
“accepted”  to  “acceptable.”  These  changes 
should  clarify  both  the  restrictions  and  the 
flexibility  of  the  proviso. 

§  718.305  Presumption  of 
pneumoconiosis. 

(a)  If  a  miner  was  employed  for  fifteen 
years  or  more  in  one  or  more 


underground  coal  mines,  and  if  there  is  a 
chest  X-ray  submitted  in  connection 
with  such  miner’s  or  his  or  her  survivor’s 
claim  and  it  is  interpreted  as  negative 
with  respect  to  the  requirements  of 
S  718.304,  and  if  other  evidence 
demonstrates  the  existence  of  a  totally 
disabling  respiratory  or  pulmonary 
impairment,  then  there  shall  be  a 
rebuttable  presumption  that  such  miner 
is  totally  disabled  due  to 
pneumoconiosis,  that  such  miner’s  death 
was  due  to  pneumoconiosis,  or  that  at 
the  time  of  death  such  miner  was  totally 
disabled  by  pneumoconiosis.  In  the  case 
of  a  living  miner’s  claim,  a  spouse’s 
affidavit  or  testimony  may  not  be  used 
by  itself  to  establish  the  applicability  of 
the  presiunption.  The  Secretary  shall  not 
apply  all  or  a  portion  of  the  requirement 
of  this  paragraph  that  the  miner  work  in 
an  underground  mine  where  it  is 
determined  that  conditions  of  the 
miner’s  employment  in  a  coal  mine  were 
substantially  similar  to  conditions  in  an 
underground  mine.  The  presumption 
may  be  rebutted  only  by  establishing 
that  the  miner  does  not,  or  did  not  have 
pneumoconiosis,  or  that  his  or  her 
respiratory  or  pulmonary  impairment 
did  not  arise  out  of,  or  in  connection 
with,  employment  in  a  coal  mine. 

(b)  In  ffie  case  of  a  deceased  miner, 
where  there  is  no  medical  or  other 
relevant  evidence,  affidavits  of  persons 
having  knowledge  of  the  miner’s 
condition  shall  be  considered  to  be 
sufficient  to  establish  the  existence  of  a 
totally  disabling  respiratory  or 
pulmonary  impairment  for  purposes  of 
this'  section. 

(c)  The  determination  of  the  existence 
of  a  totally  disabling  respiratory  or 
pulmonary  impairment,  for  purposes  of 
applying  die  presumption  described  in 
this  section,  shall  be  made  in 
accordance  with  9  718.204. 

(d)  Where  the  cause  of  death  or  total 
disability  did  not  arise  in  whole  or  in 
part  out  of  dust  exposure  in  the  miner’s 
coal  mine  employment  or  the  evidence 
establishes  that  the  miner  does  not  or 
did  not  have  pneumoconiosis,  the 
presumption  will  be  considered 
rebutted.  However,  in  no  case  shall  the 
presumption  be  considered  rebutted  on 
the  basis  of  evidence  demonstrating  the 
existence  of  a  totally  disabling 
obstructive  respiratory  or  pulmonary 
disease  of  unknown  origin. 

Comments  received:  (a)  One  conunent 
notes  that,  while  the  regulation  is  worded  in 
terms  of  a  miner  employed  in  an  underground 
mine,  the  statutory  definition  of  a  "miner”  is 
not  so  limited,  and  that  the  Act’s  broader 
definition  should  be  applied,  (b)  One 
comment  suggests  that  the  pro>dsion  in 
subparagraph  (b)  prohibiting  use  of  a 
spouse’s  affidavit  in  the  case  of  a  miner’s 
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claim  should  state  that  this  applies  to  a  living 
miner’s  claim,  (c)  Many  comments  object  to 
the  use  of  the  word  “may”  in  subsection  (b), 
and  state  that  section  413(b)  of  the  Act 
requires  that  affidavits  be  considered  in  the 
case  of  a  deceased  miner,  (d)  Some 
comments  suggest  that  the  parenthetical 
expression  contained  in  proposed  subsection 
(d)  be  eliminated. 

Discussion  and  changes:  (a)  Section 
411(c)(4)  of  the  Act  states,  in  pertinent  part: 
“If  a  miner  was  employed  for  fifteen  years  or 
more  in  one  or  more  underground  coal 
mines  *****  Based  upon  this  statutory 
language,  the  Department  is  obligated  to  use 
the  phrase  “underground  coal  mines”  in 
setting  forth  the  criteria  for  establishing  the 
fifteen-year  presumption.  However,  that 
section  also  provides  that  “The  Secretary 
shall  not  apply  all  or  a  portion  of  the 
requirement  of  this  paragraph  that  the  miner 
worked  in  an  underground  mine  where  he 
determines  that  conditions  of  a  miner’s* 
employment  in  a  coal  mine  other  than  an 
undergrund  mine  were  substantially  similar 
conditions  in  an  underground  mine.”  The 
purpose  of  9  718.305(a)  is  not  to  define  the 
term  “miner,”  which  is  defined  in  section 
402(d)  of  the  Act  but  to  set  forth  the  relevant 
criteria  which  can  be  used,  and  the  evidence 
which  can  be  submitted,  in  either  establishing 
or  rebutting  the  presumption.  'The  broader 
definition  of  “miner”  is  inappropriate  in  the 
context  of  9  718.305(a).  (b)  llie  Department 
agrees  that  section  411(c)(4)  of  the  Act 
prohibits  the  use  of  a  spouse’s  affidavit,  by 
itself,  as  a  basis  for  establishing  the  fifteen- 
year  presumption  of  total  disability  due  to 
pneumoconiosis  in  the  case  of  a  living  miner. 
Therefore,  the  Department  has  inserted  the 
word  “living”  in  the  second  sentence  of 
9  718.305(a).  (c)  Consistent  with  the 
comments  urging  the  Department  to  reword 
9  718.305(b)  to  conform  to  the  language 
contained  in  section  413(b)  of  the  Act,  the 
Department  has  reworded  this  provision  to 
conform  to  the  explicit  statutory  language,  (d) 
'The  Department  has  agreed  to  delete  all 
reference  to  lung  cancer,  or  diseases  of 
bacteriological  or  viral  origin,  in  the 
regulations  promulgated  following  passage  of 
the  Black  Lung  Benefits  Reform  Act  See 
Discussion  and  changes  accompanying 
9  727.202, 43  FR  36825  (Aug.  18, 1978). 
llierefore,  in  conformity  with  the  many 
comments  urging  deletion  of  the  parenthetical 
expression  contained  in  9  718.305(d)  (e.g., 
lung  cancer  or  bacteriological  or  viral 
infection),  this  section  has  been  amended 
accordingly.  (See  also  Discussion  and 
changes  following  9  718.303(a).) 

§  718.306  Presumption  of  entitlement 
applicable  to  certain  death  claims. 

(a)  In  the  case  of  a  miner  who  dies  on 
or  before  March  1, 1978,  who  was 
employed  for  25  or  more  years  in  one  or 
more  coal  mines  prior  to  June  30, 1971, 
the  eligible  survivors  of  such  miner  shall 
be  entitled  to  the  payment  of  benefits, 
unless  it  is  established  that  at  the  time 
of  death  such  miner  was  not  partially  or 
totally  disabled  due  to  pneumoconiosis. 
Eligible  survivors  shall,  upon  request, 
furnish  such  evidence  as  is  available 


with  respect  to  the  health  of  the  miner  at 
the  time  of  death,  and  the  length  of  the 
miner's  coal  mine  employment. 

(b)  For  the  purpose  of  this  section,  a 
miner  will  be  considered  to  have  been 
“partially  disabled”  if  he  or  she  had 
reduced  ability  to  engage  in  work  as 
defined  in  S  718.204(b). 

(c)  In  order  to  rebut  this  presumption 
the  evidence  must  demonstrate  that  the 
miner’s  ability  to  perform  work  as 
defined  in  §  718.204(b)  was  not  reduced 
at  the  time  of  his  or  her  death  or  that  the 
miner  did  not  have  pneumoconiosis. 

(d)  None  of  the  following  items,  by 
itselfi  shall  be  sufficient  to  rebut  the 
presumption: 

(1)  Evidence  that  a  deceased  miner 
was  employed  in  a  coal  mine  at  the  time 
of  death; 

(2)  Evidence  pertaining  to  a  deceased 
miner’s  level  of  earnings  prior  to  death: 

(3)  A  chest  X-ray  interpreted  as 
negative  for  the  existence  of 
pneumoconiosis; 

(4)  A  death  certificate  which  makes 
no  mention  of  pneumoconiosis. 

Comments  received:  One  commenter 
expresses  support  for  the  provisions  of 
subsection  (d).  Another  objects  to  what  the 
commenter  views  as  the  categorical 
refutation  of  evidence  that  would  normally  be 
considered  relevant,  and  urges  that  all  four 
items  listed  be  considered. 

Discussion  and  changes:  The  Department 
recognizes  that  each  of  the  four  items  listed 
in  subsection  (d)  may  be  relevant  to  a 
rebuttal  of  the  25-year  presumption,  and  it  is 
not  the  intent  of  tUs  regulation  to  exclude 
any  of  these  items  or  to  prohibit  the 
adjudication  officer  from  considering  them. 
Rather,  the  regulation  provides  that  none  of 
the  items  listed  may,  by  itself,  rebut  the 
presumption,  and  the  language  of  subsection 
(d)  has  been  changed  to  more  clearly  reflect 
this  intent  This  change  is  not  intended  to 
suggest  that  the  submission  of  more  than  one 
of  the  items  listed  necessarily  rebuts  the 
presumption.  The  reasons  for  this  subsection 
are  as  follows:  (1)  Section  411(c)(5)  of  the 
statute  provides  Aat  the  presumption  may  be 
rebutted  only  if  it  is  established  that,  at  the 
time  of  his  or  her  death,  the  miner  was  not 
partially  or  totally  disabled  due  to 
pneumoconiosis.  The  statute  requires  that 
benefits  be  paid  to  the  survivors  if  the  miner 
was  employed  at  least  25  years  prior  to  June 
30, 1971;  there  is  no  requirement  that  the 
miner  have  left  the  mines  prior  to  his  death. 
Therefore,  evidence  of  coal  mine  employment 
at  the  time  of  death  cannot  by  itself,  defeat 
entitlement.  Moreover,  since  section  411(c)(5) 
permits  payment  of  full  benefits  for  partial 
disability,  evidence  of  employment  cannot  of 
itself,  rebut  the  presumption.  (2)  Similarly, 
evidence  of  the  miner’s  level  of  earnings, 
which  is  an  indication  of  employment  cannot 
defeat  the  presumption.  (3)  Action  413(b)  of 
the  statute  provides  that  no  claim  may  be 
denied  solely  on  the  basis  of  the  results  of  a 
chest  X-ray,  and  subsection  (d)(3)  of  this 
regulation  reflects  this  statutory  prohibition. 

(4)  Finally,  the  subsection  provides  that  a 


death  certificate  which  makes  no  mention  of 
pneumoconiosis  catmot,  by  itself,  rebut  the 
25-year  presumption.  This  provision  is 
necessary  because  death  certificates  often 
reflect  only  the  immediate  cause  of  death. 
Moreover,  the  purpose  of  a  death  certificate 
is  not  to  list  conditions  which  may  have  been 
partially  or  totally  disabling. 

9  718.307  Applicability  of  33  U.S.C.  920(a). 

(a)  Section  20(a)  of  the 
Longshoremen’s  and  Harbor  Workers' 
Compensation  Act,  33  U.S.C.  920(a), 
provides  that  in  any  claim  for  benefits 
under  the  Longshoremen’s  Act  it  shall 
be  presumed,  in  the  absence  of 
substantial  evidence  to  the  contrary, 
that  the  claim  comes  within  the 
provisions  of  the  Act.  Section  422(a)  of 
the  Act  incorporates  such  provision 
except  as  the  Secretary  provides  by 
regulation. 

(b)  Where  one  or  more  of  the 
presumptions  contained  in  §  §  718.302- 
718.305  is  or  may  be  applicable  to  a 
claim,  the  provisions  of  Section  20(a)  of 
the  Longshoremen’s  Act  shall  not  apply 
to  relieve  a  claimant  fiom  the  burden  of 
proving  the  facts  necessary  to  give  rise 
to  the  presumption,  nor  do  the 
provisions  of  Section  20(a)  relieve  a 
claimant  of  the  burden  of  proving  any 
element  of  the  claim.  See  §  718.403. 

Comments  received:  None  for  which  a 
response  is  required. 

Discussion  and  changes:  Changes  have 
been  made  to  clarify  the  Department’s 
position  regarding  the  application  of  Section 
20(a)  of  the  Longshoremen’s  Act  to  Black 
Lung  claims.  That  position  is  set  forth  in 
paragraph  (b). 

Subpart  E— Miscellaneous  Provisions 

§  718.401  Right  to  obtain  evidence. 

Each  miner  who  files  a  claim  for 
benefits  under  the  Act  shall  be  provided 
an  opportunity  to  substantiate  his  or  her 
claim  by  means  of  a  complete 
pulmonary  evaluation.  Accordingly,  the 
Office  shall  assist  each  claimant  in 
obtaining  the  evidence,  including 
medical  evidence,  necessary  for  a 
complete  adjudication  of  a  claim.  In  the 
case  of  a  miner’s  claim,  initial  medical 
tests  and  examinations  shall  be 
arranged  for  the  miner  by  the  Office,  at 
no  cost  to  the  miner  (See  §  §  725.405  and 
725.406  of  this  subchapter).  If  a  conflict 
in  medical  evidence  is  determined  to 
exist  by  the  deputy  commissioner  or  if  a 
miner  is  dissatisfied  with  the  results  of 
medical  evidence  obtained  by  the 
deputy  commissioner,  additional 
medical  evidence  may  be  obtained  by 
the  miner  or  the  deputy  commissioner, 
as  provided  in  §  725.407  of  this 
subchapter. 

Comments  received:  (a)  Several  comments 
suggest  that  the  regulation  should  clearly 
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state  that  the  miner  may  have  medical  tests 
and  examinations  at  a  facility  of  his  or  her 
choice,  (b)  Another  suggests  that  the 
Department  should  advise  claimants  that  it 
will  assist  them  in  pursuing  their  claims  and 
'  in  gathering  necessary  evidence. 

Discussion  and  changes:  (a)  This  regulation 
contains  an  explicit  cross-reference  to  20  CFR 
725.406,  which  provides  that,  subject  to 
approval,  the  miner  may  choose  the 
physician  or  medical  facility  to  conduct  tests 
and  examinations.  Therefore,  no  change  is 
required,  (b)  The  regulation  already  states 
that  the  Office  shall  assist  each  claimant  in 
obtaining  evidence.  In  addition,  the 
regulation  contains  a  cross-reference  to 
§  725.405,  which  imposes  responsibilities  on 
the  deputy  commissioner  to  collect  evidence. 
Therefore,  no  change  is  necessary. 

§  718.402  Failure  to  furnish  required 
medical  evidence. 

An  individual  shall  not  be  determined 
entitled  to  beneHts  unless  he  or  she 
furnishes  such  medical  evidence  as  is 
reasonably  required  to  establish  his  or 
her  claim.  A  miner  who  unreasonably 
refuses  (a)  to  provide  the  Office  or  a 
coal  mine  operator  with  a  complete 
statement  of  his  or  her  medical  history 
and/or  to  authorize  access  to  his  or  her 
medical  records,  or  (b)  to  submit  to  an 
examination  or  test  requested  by  the 
deputy  commissioner  or  a  coal  mine 
operator  which  may  be  liable  for  the 
payment  of  a  claim,  shall  not  be  foimd 
eligible  for  benefits  under  this 
subchapter  (See  §  §  725.408  and  725.414 
of  this  subchapter). 

Comments  received:  (a)  A  number  of 
comments  suggest  that  the  regulations  should 
recognize  a  miner’s  right  to  refuse  to  submit 
to  duplicate  X-rays,  (b)  One  commenter 
states  that  if  a  claimant  unreasonably  refuses 
to  cooperate  with  an  examining  physician  to 
such  an  extent  that  the  examination  is 
rendered  meaningless,  the  costs  of  the 
examination  should  be  assessed  against  the 
claimant  and  he  or  she  should  be  required  to 
submit  to  a  reexamination,  (c)  The  same 
commenter  suggests  that  the  regulations 
should  provide  a  mechanism  for  the  operator 
to  obtain  a  medical  authorization  from  the 
claimant  to  permit  access  to  the  claimant’s 
medical  records.  The  comment  notes  that  the 
examining  physician  needs  the  claimant’s 
complete  medical  history  so  that  an  accurate 
diagnosis  can  be  made  and  so  that  no  test 
will  be  given  that  is  medically 
contraindicated. 

Discussion  and  changes:  (a)  ’The  regulation 
assumes  that  an  examining  physician  will 
exercise  sound  medical  judgment  in 
determining  what  tests  or  X-rays  are 
medically  contraindicated,  (b)  The 
Department  has  no  statutory  authority  to 
assess  the  costs  of  an  examination  against  a 
claimant  who  refuses  to  cooperate  with  an 
examining  physician.  Rather,  since  the 
claimant  has  the  burden  of  proving  his  or  her 
entitlement  to  benefits,  the  consequence  of 
unreasonable  refusal  to  cooperate  in  the 
gathering  of  evidence  is  denial  of  the  claim. 

(c)  The  Department  agrees  that  all  parties  are  • 


entitled  to  access  to  the  medical  records  of 
other  parties  which  may  be  relevant  to  a 
claim.  Accordingly,  the  claimant  is  required 
to  produce  evidence  reasonably  required  for 
the  disposition  of  the  claim. 

§  7 1 8.403  Burden  of  proof. 

Except  as  provided  in  this  subchapter, 
the  burden  of  proving  a  fact  alleged  in 
connection  with  any  provision  of  this 
part  shall  rest  with  the  party  making 
such  allegation. 

Comments  received:  None. 

§  718.404  Cessation  of  entitiement 

(a)  An  individual  who  has  been  Anally 
adjudged  to  be  totally  disabled  due  to 
pneumoconiosis  and  is  receiving 
beneAts  under  the  Act  shall  promptly 
notify  the  Office  and  the  responsible 
coal  mine  operator,  if  any,  if  he  or  she 
engages  in  any  work  as  deAned  in 

§  718.204(c). 

(b)  An  individual  who  has  been  Anally 
adjudged  to  be  totally  disabled  due  to 
pneumoconiosis  shall,  if  requested  to  do 
so  upon  reasonable  notice,  where  there 
is  an  issue  pertaining  to  the  validity  of 
the  original  adjudication  of  disability, 
present  himself  or  herself  for,  and 
submit  to,  examinations  or  tests  as 
provided  in  §  718.101,  and  shall  submit 
medical  reports  and  other  evidence 
necessary  for  the  purpose  of  determining 
whether  such  individual  continues  to  be 
under  a  disability.  BeneAts  shall  cease 
as  of  the  month  in  which  the  miner  is 
determined  to  be  no  longer  eligible  for 
beneAts. 

Comments  received:  (a)  Although  one 
comment  praises  this  section,  the 
overwhelming  majority  of  comments  on  this 
section  suggest  that  it  be  stricken.  These 
conunents  note  that  pneumoconiosis  is  a 
progressive  disease,  and  that  while  the 
symptoms  may,  on  occasion,  subside,  the 
condition  itseti  does  not  improve.  Some  of  the 
comments  caution  that  if  the  profrased 
regulation  is  left  standing,  miners  will  not 
take  advantage  of  the  respiratory  clinics  that 
may  be  available,  (b)  One  comment  notes 
that  the  regulation  does  not  state  what  kind 
of  evidence  the  Department  would  rely  on  in 
order  to  request  reevaluation  of  a  claim. 

Discussion  and  changes:  (a)  Because  of  the 
overwhelming  criticism  of  this  section,  the 
Department  has  stricken  the  language  of 
proposed  S  718.404(a)(1),  which  required 
notification  of  the  Office  if  the  respiratory  or 
pulmonary  condition  of  a  recipient  of  benefits 
improved.  This  change  is  in  response  to 
comments  and  testimony  stating  that 
pneumoconiosis  does  not,  in  fact,  improve. 
Section  413(d)  of  the  statute,  however, 
prohibits  the  payment  of  benefits  to  any 
miner  who  is  engaged  in  coal  mine 
employment,  unless  the  miner  has 
complicated  pneumoconiosis,  or  unless  the 
miner  leaves  his  or  her  coal  mine 
employment  within  one  year  after  the 
determination  of  his  or  her  entitlement 
becomes  final.  'Therefore,  the  remaining  parts 


of  this  section  have  been  left  intact,  to  reflect 
the  Congressional  intent  that  a  miner  who 
engages  in  coal  mine  employment  is  not 
entitled  to  receive  benefits.  In  order  to  reflect 
the  fact  that  the  symptoms  of  pneumoconiosis 
generally  continue,  even  thou^  statutory 
entitlement  may  cease,  the  Department  has 
changed  the  title  of  this  section  fiom 
"cessation  of  disability”  to  “cessation  of 
entitlement.”  (b)  Although  the  Department 
agrees  that  the  ffisease  does  not  improve, 
section  22  of  the  Longshoremen’s  and  Harbor 
Workers’  Compensation  Act,  which  is 
incorporated  into  the  Act,  provides  for 
modification  of  awards  based  on  a  change  in 
condition  or  mistake  in  determination  of  fact. 
Subsection  (b)  of  this  regulation  eAectuates 
this  provision. 

Appendix  A — Standards  for 
AdministraAon  and  Interpretation  of 
Chest  Roentgenographs  (X-rays) 

The  following  standards  are 
established  in  accordance  with  sections 
402(f)  (1)  (D)  and  413(b)  of  the  Act.  They 
were  developed  in  consultation  with  the 
National  Institute  for  Occupational 
Safety  and  Health.  These  standards  are 
promulgated  for  the  guidance  of 
physicians  and  medical  technicians  to 
insure  that  uniform  procedures  are  used 
in  administering  and  interpreting  X-rays 
and  that  the  best  available  medical 
evidence  will  be  submitted  in 
connection  with  a  claim  for  black  lung 
beneAts.  If  it  is  established  that  one  or 
more  standards  have  not  been  met,  the 
claims  adjudicator  may  consider  such 
fact  in  determining  the  evidentiary 
weight  to  be  assigned  to  the  physician’s 
report  of  an  X-ray. 

(1)  Every  chest  roentgenogram  shall 
be  a  single  posteroanterior  projection  at 
full  inspiration  on  a  14  by  17  inch  Aim. 
Additional  chest  Alms  or  views  shall  be 
obtained  if  they  are  necessary  for 
clarification  and  classiAcation.  The  film 
and  cassette  shall  be  capable  of  being 
positioned  both  vertically  and 
horizontally  so  that  the  chest 
roentgenogram  will  include  both  apices 
and  costophrenic  angles.  If  a  miner  is 
too  large  to  permit  the  above 
requirements,  then  a  projection  with 
minimum  loss  of  Costophrenic  angle 
shall  be  made. 

(2)  Miners  shall  be  disrobed  from  the 
waist  up  at  the  time  the  roentgenogram 
is  given.  The  facility  shall  provide  a 
dressing  area  and,  for  those  miners  who 
wish  to  use  one,  the  facility  shall 
provide  a  clean  gown.  Facilities  shall  be 
heated  to  a  comfortable  temperature. 

(3)  Roentgenograms  shall  be  made 
only  with  a  diagnostic  X-ray  machine 
having  a  rotating  anode  tube  with  a 
maximum  of  a  2  mm  source  (focal  spot). 

(4)  Except  as  provided  in  paragraph 

(5),  roentgenograms  shall  be  made  with 
units  having  generators  which  comply 
with  the  following:  (a)  the  generators  of 
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existing  roentgenographic  units  acquired 
by  the  examining  facility  prior  to  July  27, 
1973,  shall  have  a  minimum  rating  of  200 
mA  at  100  kVp;  (b)  generators  of  units 
acquired  subsequent  to  that  date  shall 
have  a  minimum  rating  of  300  mA  at  125 
kVp. 

Note. — A  generator  with  a  rating  of  150 
kVp  is  recommended. 

(5)  Roentgenograms  made  with 
battery-powered  mobile  or  portable 
equipment  shall  be  made  with  units 
having  a  minimum  rating  of  100  mA  at 
110  kVp  at  500  Hz,  or  200  mA  at  110  kVp 
at  60  \iz. 

(6)  Capacitor  discharge,  and  field 
emission  units  may  be  used. 

(7)  Roentgenograms  shall  be  given 
only  with  equipment  having  a  beam- 
limiting  device  which  does  not  cause 
large  unexposed  boundaries.  The  use  of 
such  a  device  shall  be  discernible  from 
an  examination  of  the  roentgenogram. 

(8)  To  insure  high  quality  chest 
roentgenograms: 

(i)  The  maximum  exposure  time  shall 
not  exceed  V&o  of  a  second  except  that 
with  single  phase  units  with  a  rating  less 
than  300  mA  at  125  kVp  and  subjects 
with  chest  over  28  cm  postero-anterior, 
the  exposiu'e  may  be  increased  to  not 
more  dian  Vio  of  a  second; 

(ii)  The  source  or  focal  spot  to  film 
distance  shall  be  at  least  6  feet; 

(iii)  Only  medium-speed  film  and 
medium-speed  intensifying  screens  shall 
be  used; 

(iv)  Film-screen  contact  shall  be 
maintained  and  verified  at  6-month  or 
shorter  intervals; 

(v)  Intensifying  screens  shall  be 
inspected  at  least  once  a  month  and  . 
cleaned  when  necessary  by  the  method 
recommended  by  the  manufactm^r; 

(vi)  All  intensifying  screens  in  a 
cassette  shall  be  of  the  same  type  and 
made  by  the  same  manufacturer; 

(vii)  When  using  over  90  kV,  a 
suitable  grid  or  other  means  of  reducing 
scattered  radiation  shall  be  used; 

(viii)  The  geometry  of  the  radiographic 
system  shall  insure  that  the  central  axis 
(ray)  of  the  primary  beam  is 
perpendicular  to  the  plane  of  the  film 
surface  and  impinges  on  the  center  of 
the  film. 

(9)  Radiographic  processing: 

(i)  Either  automatic  or  manual  film 
processing  is  acceptable.  A  constant 
time-temperature  technique  shall  be 
meticulously  employed  for  manual 
processing. 

(ii)  If  mineral  or  other  impurities  in  the 
processing  water  introduce  difiiculty  in 
obtaining  a  high-quality  roentgenogram, 
a  suitable  filter  or  purification  system 
shall  be  used. 


(10)  Before  the  miner  is  advised  that 
the  examination  is  concluded,  the 
roentgenogram  shall  be  processed  and 
inspected  and  accepted  for  quality  by 
the  physician,  or  if  the  physician  is  not 
available,  acceptance  may  be  made  by 
the  radiologic  technologist.  In  a  case  of 
a  substandard  roentgenogram,  another 
shall  be  made  imme^ately. 

(11)  An  electric  power  supply  shall  be 
used  which  complies  with  the  voltage, 
current,  and  regulation  specified  by  the 
manufacturer  of  the  machine. 

(12)  A  densitometric  test  object  may 
be  required  on  each  roentgenogram  for 
an  objective  evaluation  of  film  quality  at 
the  discretion  of  the  Department  of 
Labor. 

(13)  Each  roentgenogram  made 
hereunder  shall  be  permanently  and 
legibly  marked  with  the  name  and 
address  of  the  facility  at  which  it  is 
made,  the  miner’s  DOL  claim  number, 
the  date  of  the  roentgenogram,  and  left 
and  right  side  of  film.  No  other 
identifying  markings  shall  be  recorded 
on  the  roentgenogram. 

Comments  received:  (a)  Several 
commenters  express  strong  endorsement  of 
the  contents  of  this  Apendix.  One  comment 
suggests  that  the  Department  review  the 
standards  of  Appendix  A  with  a  physician  or 
X-ray  technician  to  determine  whether  they 
are  reasonable  to  those  individuals  in  field 
facilities,  (b)  One  comment  takes  issue  with 
paragraph  6,  which  states  that  field  emission 
units  may  be  used.  According  to  this 
commenter,  these  devices  operate  at  very 
high  kilovoltage  (350  kVp),  and  calcifications 
are  thereby  obliterated,  (c)  Another 
commenter  urges  that  the  last  sentence  of 
paragraph  10  be  deleted  as  it  is  useless  and 
confusing.  The  commenter  points  out  that  the 
original  intent  of  such  a  requirement  was  to 
protect  the  confidentiality  of  the  miner.  Such 
protection,  it  is  said,  is  not  a  concern  in  the 
case  of  a  miner  who  has  a  chest  X-ray  taken 
in  connection  with  a  claim  for  black  lung 
benefits,  (d)  Two  commenters  recommend 
that  paragraph  14  be  dropped  from  the 
Appendix,  lliey  state  that  there  is  no 
significant  risk  to  the  miner  when  a  well- 
coliunnated  unit  is  used. 

Discussion  and  changes:  (a)  The 
Department  has  reviewed  the  standards 
contained  in  Appendix  A  with  physicians 
and  X-ray  technicians  and  it  has  been 
determined  that  the  standards  are  reasonable 
and  usable  in  field  facilities,  (b)  Although 
field  emission  units  may  obliterate 
calcifications,  they  enhance  the  recording  of 
soft  tissue  and  opacities.  Since  the  latter  are 
particularly  relevant  in  diagnosing  coal 
workers’  pneumoconiosis,  the  advantages  of 
field  emission  units  in  the  black  lung  claims 
process  outweigh  the  disadvantages,  (c)  The 
Department  agrees  with  the  comment 
concerning  the  last  sentence  in  section  10  and 
that  sentence  has  been  deleted,  (d)  The 
Department  agrees  with  the  comments 
concerning  paragraph  14  and  that  paragraph 
has  been  deleted. 


Appendix  B— Standards  for 
Administration  and  interpretation  of 
Ventiiatory  Function  Tests 

The  following  standards  are 
established  in  accordance  with  section 
402(f)(1)(D)  of  the  Act.  They  were 
developed  in  consultation  with  the 
National  Institute  for  Occupational 
Safety  and  Health  (NIOSH).  These 
standards  are  promulgated  for  the 
guidance  of  physicians  and  medical 
technicians  to  insure  that  uniform 
procedures  are  used  in  administering 
and  interpreting  ventilatory  function 
tests  and  that  the  best  available  medical 
evidence  will  be  submitted  in  support  of 
a  claim  for  black  lung  benefits.  If  it  is 
established  that  one  or  more  standards 
have  not  been  met,  the  claims 
adjudicator  may  consider  such  fact  in 
determining  the  evidentiary  weight  to  be 
given  to  the  results  of  the  ventilatory 
function  tests. 

(1)  Instruments  to  be  used  for  the 
administration  of  pulmonary  function 
tests  shall  be  approved  by  NIOSH  and 
shall  conform  to  the  following  criteria: 

(i)  The  instrument  shall  be  accmate 
within  ±50  ml  or  within  ±3  percent  of 
reading,  whichever  is  greater. 

(ii)  The  instrument  shall  be  capable  of 
measuring  vital  capacity  from  0  to  7 
liters  BTPS. 

(iii)  The  instrument  shall  have  a  low 
inertia  and  offer  low  resistance  to 
airflow  such  that  the  resistance  to 
airflow  at  12  liters  per  second  must  be 
less  than  1.5  cm  HaO/liter/sec. 

(iv)  The  zero  time  point  for  the 
purpose  of  timing  the  FEVi  shall  be 
determined  by  extrapolating  the 
steepest  portion  of  the  volume-time 
curve  back  to  the  maximal  inspiration 
volume  or  by  an  equivalent  method. 

(v)  Instruments  incorporating 
measurements  of  airflow  to  determine 
volume  shall  conform  to  the  same 
volume  accuracy  stated  in  subparagraph 
(l)(i)  of  this  Appendix  B  when  presented 
with  flow  rates  from  at  least  0  to  12 
liters  per  second. 

(vi)  The  instrument  or  user  of  the 
instrument  must  have  a  means  of 
correcting  volumes  to  body  temperature 
saturated  with  water  vapor  (BTPS) 
under  conditions  of  varying  ambient 
spirometer  temperatures  and  barometric 
pressures. 

(vii)  The  instrument  used  shall 
provide  a  tracing  of  either  flow  versus 
volume  or  volume  versus  time  during  the 
entire  forced  expiration  and  volume 
versus  time  during  the  MW  maneuver. 

A  tracing  is  necessary  to  determine 
whether  the  patient  has  performed  the 
test  properly.  The  tracing  must  be  of 
sufficient  size  that  hand  measurements 
may  be  made  within  the  requirement  of 
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subparagraph  (l)(i)  of  this  Appendix  B. 
If  a  paper  record  is  made  it  must  have  a 
paper  speed  of  at  least  2  cm/sec  and  a 
volume  sensitivity  of  at  least  10.0  mm  of 
chart  per  liter  of  volume.  The  recorder 
tracing  must  display  the  entire  FVC 
maneuver  at  a  constant  speed  for  at 
least  10  seconds  after  the  onset  of 
exhalation.  This  constant  speed  must  be 
reached  prior  to  the  onset  of  exhalation. 

(viii)  llie  instrument  shall  be  capable 
of  accumulating  volume  for  a  minimum 
of  10  seconds  after  the  onset  of 
exhalation. 

(ix)  The  forced  expiratory  volume  in  1 
sec  (FEVi)  measurement  shall  comply 
with  the  accuracy  requirements  stated 
in  subparagraph  (l)(ij  of  this  Appendix 
B.  That  is,  they  shall  be  accurately 
measured  to  within  ±50  ml  or  with  ±3 
percent  of  reading,  whichever  is  greater. 

(x)  The  instrument  must  be  capable  of 
being  calibrated  in  the  field  with  respect 
to  the  FEVi.  This  calibration  of  the  FEVi 
may  be  done  either  directly  or  indirectly 
through  volume  and  time  base 
measurements.  The  volume  calibration 
source  shall  provide  a  volume 
displacement  of  at  least  3  liters  and 
shall  be  accurate  to  within  ±30  ml. 

(xi)  For  measuring  maximum 
voluntary  ventilation  (MW)  the 
instrument  shall  have  a  response  which 
is  flat  within  ±10  percent  up  to  4  Hz  at 
flow  rates  up  to  12  liters  per  second  over 
the  volume  range.  The  time  for  exhaled 
volume  integration  or  recnrding  shall  be 
no  less  than  12  sec.  and  no  more  than  15 
sec.  The  indicated  time  shall  be  accurate 
to  within  ±3  percent. 

A  recording  of  the  spirometer  tracing 
is  required,  and  the  volume  sensitivity 
shall  be  such  that  10  mm  or  more 
deflection  corresponds  to  1  liter  volume. 

(2)  The  administration  of  pulmonary 
function  tests  shall  conform  to  the 
following  criteria: 

(i)  Tests  shall  not  be  performed  during 
or  soon  after  an  acute  respiratory 
illness. 

(ii)  For  the  FEVi  and  FVC,  use  of  a 
nose  clip  is  required.  The  procedures 
shall  be  explained  in  simple  terms  to  the 
patient  who  shall  be  instracted  to  loosen 
any  tight  clothing  and  stand  in  front  of 
the  apparatus.  The  subject  may  sit,  or 
stand,  but  care  should  be  taken  on 
repeat  testing  that  the  same  position  be 
used.  ParticiUar  attention  shall  be  given 
to  insure  that  the  chin  is  slightly 
elevated  with  the  neck  slightly 
extended.  The  patient  shall  be 
instructed  to  make  a  full  inspiration, 
either  from  the  spirometer  or  the  open 
atmosphere,  using  a  normal  breathing 
pattern  and  then  blow  into  the 
apparatus,  without  interruption,  as  hard, 
fast,  and  completely  as  possible.  At 
least  three  forced  expirations  shall  be 


carried  out.  During  the  maneuvers,  the 
patient  shall  be  observed  for  compliance 
with  instructions.  The  expirations  shall 
be  checked  visually  for  reproducibility 
from  the  flow-volume  or  volume-time 
tracings.  The  effort  shall  be  judged 
unacceptable  when  the  patient: 

(A)  Has  not  reached  ^  inspiration 
preceding  the  forced  expiration;  or 

(B)  Has  not  used  maximal  effort 
during  the  entire  forced  expiration;  or 

(C)  Has  not  continued  the  expiration 
for  least  5  sec.  or  until  an  obvious 
plateau  in  the  volume-time  curve  has 
occurred;  or 

(D)  Has  coughed  or  closed  his  glottis; 
or 

(E)  Has  an  obstructed  mouthpiece  or  a 
leak  around  the  mouthpiece  (obstruction 
due  to  tongue  being  placed  in  front  of 
mouthpiece,  false  teeth  falling  in  front  of 
mouthpiece,  etc.);  or 

(F)  Has  an  unsatisfactory  start  of 
expiration,  one  characterized  by 
excessive  hesitation  (or  false  starts), 
and  therefore  not  allowing  back 
extrapolation  of  time  0  (extrapolated 
volume  on  the  volume-time  tracing  must 
be  less  than  10  percent  of  the  FVC);  or 

(G)  Has  an  excessive  v€u*iability 
between  the  three  acceptable  cmres. 

The  variation  between  the  two  lai:ge8t 
FEVi’s  of  the  three  acceptable  tracings 
should  not  exceed  5  percent  of  the 
largest  FEVi  or  100  ml,  whichever  is 
greater. 

(iii)  For  the  MW.  the  subject  shall  be 
instructed  before  beginning  the  test  that 
he  or  she  will  be  asked  to  breathe  as 
deeply  and  as  rapidly  as  possible  for 
approximately  15  seconds. 

The  test  shall  be  performed  with  the 
subject  in  the  standing  position,  if 
possible.  Care  shall  be  taken  on  repeat 
testing  that  the  same  position  be  used. 
The  subject  shall  breathe  normally  into 
the  mouthpiece  of  the  apparatus  for  10 
to  15  seconds  to  become  accustomed  to 
the  system.  The  subject  shall  then  be 
instructed  to  breathe  as  deeply  and  as 
rapidly  as  possible,  and  shall  be 
continually  encouraged  during  the 
remainder  of  the  maneuver.  Subject 
shall  continue  the  maneuver  for  15 
seconds.  At  least  5  minutes  of  rest  shall 
be  allowed  between  maneuvers.  At  least 
three  MW’s  shall  be  carried  out  (But 
see  §  718.103(b).)  During  the  maneuvers 
the  patient  shall  be  observed  for 
compliance  with  instructions.  The  effort 
shall  be  judged  unacceptable  when  the 
patient: 

(A)  Has  not  maintained  consistent 
effort  for  at  least  12  to  15  seconds:  or 

(B)  Has  coughed  or  closed  his  glottis: 
or 

(C)  Has  an  obstructed  mouthpiece  or  a 
leak  around  the  mouthpiece  (obstruction 
due  to  tongue  being  placed  in  front  of 


mouthpiece,  false  teeth  falling  in  front  of 
mouthpiece,  etc.);  or 

(D)  Has  an  excessive  variability 
between  the  three  acceptable  ctirves. 
The  variation  between  the  two  largest 
MW’s  of  the  three  satisfactory  tracings 
shall  not  exceed  10  percent. 

(iv)  A  calibration  check  shall  be 
performed  on  the  instrument  each  day 
before  use,  using  a  volume  source  of  at 
least  three  liters,  accurate  to  within  ±1 
percent  of  full  scale.  The  room  air  in  the 
sjninge  is  introduced  into  the  spirometer 
once  with  a  flow  rate  of  approximately 
0.5  liters  per  second  (six  seconds 
emptying  time  with  a  3-liter  syringe)  and 
once  with  a  higher  flow  rate  of 
approximately  3.0  liters  per  second  (one 
second  emptying  time  with  a  3-liter 
syringe),  llie  volume  measured  by  the 
spirometer  shall  be  between  2.90  and 
3.10  liters  for  both  trials.  Accuracy  of  the 
time  measurement  used  in  determining 
the  FEVi  shall  be  checked  using  the 
manufacturer’s  stated  procedure  and 
shall  be  within  ±3  percent  of  actual. 

*1110  procedure  described  herein  shall  be 
performed  as  well  as  any  other 
procedures  suggested  by  the 
manufacturer  of  the  spirometer  being 
used. 

(v) (A)  The  first  step  in  evaluating  a 
spirogram  for  the  FEVi  shall  be  to 
determine  whether  or  not  the  patient  has 
performed  the  test  properly  or  as 
described  in  (2)(ii)  above.  From  the  three 
satisfactory  tracings,  the  forced 
expiratory  volume  in  one  second  (FEVi) 
shall  be  measured  and  recorded.  The 
largest  observed  FEVi  shall  be  used  in 
the  analysis,  corrected  to  BPTS. 

(B)  Only  MW  maneuvers  which 
demonstrate  consistent  effort- for  at  least 
12  seconds  shall  be  considered 
acceptable.  ’The  largest  accumulated 
volume  for  a  12  second  period  corrected 
to  BPTS  and  multiplied  by  five  is  to  be 
reported  as  the  MW. 

Comments  received:  (a)  Testimony  was 
received  which  approved  of  the  criteria  for 
spirometer  performance  and  the  requirements 
for  measurement  of  tracings.  One  person 
comments  that  the  regulations  contain 
excessively  meticulous  detail  in  instrument 
design  and  calibration.  One  comment 
presents  an  alternative  standard  for 
spirometric  equipment  which  is  based  upon  a 
statement  from  ^e  American  College  of 
Chest  Physicians.  One  commenter  states  that 
NIOSH  would  probably  want  to  avoid  the 
responsibility  and  cosUiness  of  developing 
and  operating  a  full-time  testing  facility.  He 
states  that  certified  documentation  showing 
conformity  to  criteria  should  be  provided  for 
approval  by  NIOSH.  (b)  One  comment 
suggests  that  NIOSH  procedures  for  approval 
of  instruments  should  be  specified,  and  that 
paragraph  (l)(i)  be  amended  to  require 
accuracy  within  ±5  percent  of  reading  in 
view  of  the  permitted  10  percent  variation 
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between  tracings  and  in  the  interest  of  the 
cost  of  equipment  and  testing.  Another 
comment  suggests  that  paragraph  (l](i)  be 
reworded  to  provide  that  the  instrument  be 
accurate  within  ±50  ml  or  within  ±3  percent 
of  static  volume,  whichever  is  greater,  (c) 
Another  comment  suggests  that  the  term  “low 
inertia"  in  paragraph  (l)(iii)  be  defined  and 
that  the  phrase  “resistance  to  air  flow”  in  the 
same  paragraph  should  define  the  point  of 
pressure  pick-up  in  terms  of  distance  from  the 
subject's  mouth,  (d)  The  same  comment 
states,  in  regard  to  paragraph  (l)(vii),  that  a 
sensitivity  of  10.0  mm/liter  is  too  small  to 
enable  satisfactory  discrimination  of  tracing 
against  a  chart  grid  or  rule  scale,  (e)  Another 
commenter  suggests  that  paragraph  (l)(viii) 
be  rewritten  by  someone  with  a  medical 
background  in  pulmonary  function  testing  or 
according  to  the  standards  set  by  the 
American  Thoracic  Society,  (f)  One 
commenter  suggests  that  para^aph  (l](ix)  be 
reworded  to  read  that  the  FEVi  shall  comply 
with  the  accuracy  requirements  of  ±100  ml/ 
second,  or  ±5  percent,  whichever  is  greater, 
(g)  This  same  person  recommends  that 
paragraph  (l)(x)  provide  that  the  instrument 
be  capable  of  being  calibrated  in  the  held 
with  respect  to  the  FEVi,  through 
simultaneous  volume  and  time  based 
measurements,  and  that  the  calibration  be 
accurate  within  ±50  ml,  or  within  ±3  percent 
of  the  reading,  having  a  total  volume 
displacement  of  at  least  three  liters  and  a 
time  constant  of  one,  or  an  FEVi  to  FVC  ratio 
of  not  less  than  65  percent,  (h)  One 
commenter  states  that  paragraph  (l)(x)  which 
indicates  that  the  instrument  must  be  capable 
of  being  calibrated  in  the  field  with  respect  to 
FEVi  would  require  a  volume  displacement 
device  which  can  deliver  the  calibrated 
volume  within  an  exactly  prescribed  short 
time  interval.  The  commenter  states  that  no 
such  portable  device  exists,  (i)  Regarding 
paragraph  (l)(xi),  two  commenters  suggest 
that  this  section  be  revised  to  provide  that, 
for  measuring  MW,  the  instrument  must 
have  a  response  which  is  flat  within  ±5 
percent,  using  a  sine  wave  at  250  liters  per 
minute,  generated  by  a  stroke  of  two  liters, 
using  frequencies  up  to  approximately  two 
cycles  per  second.  Another  person  suggests 
that  this  paragraph  be  rewritten  so  that  4Hz 
becomes  8Hz.  One  commenter  objects  to  the 
term  “Hertz,”  because  it  is,  by  deRnition,  an 
electrical  expression,  (j)  One  comment  states 
that  paragraph  (2)(ii)  seems  to  describe  a 
“closed”  spiromet^  system,  while  90  percent 
of  the  tests  performed  use  an  “open” 
spirometry  system.  It  suggests  that  this  ' 
paragraph  be  modified  to  avoid  a 
misinterpretation  of  a  preference  for  a 
particular  spirometry  system.  One  commenter 
also  states  that  to  be  consistent  with 
paragraph  (l)(iv),  the  alternative  should 
specifically  permit  either  method  of  recording 
the  maneuver  for  the  FEVi.  Another  comment 
recommends  that  the  provision  of  paragraph 
(2)(ii)  prescribing  full  inspiration  from  a 
normal  breathing  pattern  should  be  amended 
to  provide  that  this  be  from  the  open 
atmosphere  following  normal  resting 
breathing.  This  comment  notes  that  open- 
circuit  FVC/FEVi  testing  predominates  in 
international  and  industrial  examinations  on 
practical  and  hygienic  grounds,  (k)  One 


comment  states  that  the  requirement  of 
paragraph  G  is  too  lax,  and  that  all  three 
measurements,  or,  if  more  than  three  were 
made,  the  three  largest,  should  meet  these 
criteria.  (1)  In  rega^  to  paragraph  (2](iii).  one 
person  would  reword  the  first  paragraph, 
subpart  (a),  and  paragraph  (2)(v)(B)  to  state 
that  the  subject  should  continue  the 
maneuver  for  ten  to  fifteen  seconds,  (m)  On 
the  calibration  provision  of  paragraph  (2](iv), 
one  comment  states  that  the  latest  calibration 
method  of  the  American  Thoracic  Society 
calls  for  a  three-liter  volume  source  and  two 
speeds  of  two-second  (normal)  and  six 
second  (obstructed)  injections  per  three  liters 
of  volume,  and  that  these  are  more  realistic 
to  prevent  artifacts  than  the  speeds 
prescribed,  (n)  One  conunent  would  strike  the 
provision  of  paragraph  (2)(v)(B)  calling  for  the 
MW  value  to  be  multiplied  by  five. 

Discussion  and  changes:  (a)  The 
requirements  of  this  Appen^x  for  the 
administration  of  ventilatory  tests  are  for  the 
guidance  of  physicians  and  medical 
technicians  to  insure  that  uniform  procedures 
are  used  in  the  administration  and 
interpretation  of  ventilatory  function  studies 
and  also  to  insure  that  the  best  available 
medical  evidence  will  be  submitted  in 
connection  with  a  claim  for  black  lung 
benefits.  The  criteria  contained  in  this 
Appendix  were  developed  by  the  American 
Thoracic  Society  (ATS)  and  the  National 
Institute  for  Occupational  Safety  and  Health 
(NIOSH),  and  are  taken  fitim  the  Report  of 
the  Snowbird  Workshop  on  SUindardization 
of  Spirometry.  (See  American  Review  of 
Respiratory  Disease,  vol.  119  (1979)  at 
831-838.)  llie  Snowbird  Woricshop  had 
representation  fix)m  both  clinical  and 
epidemiological  areas  of  interest,  and  the 
report  represents  a  consensus  of  the 
minimum  requirements  for  ventilatory  testing. 
NIOSH  has  reviewed  the  standards  proposed 
by  the  conunenter  and  has  found  them  to  be, 
in  general,  much  less  stringent.  The 
Department  has  chosen  to  use  the 
recommendations  from  the  Snowbird 
Workshop  for  the  following  reasons:  (1) 

There  were  more  than  25  participants  at  the 
American  Thoracic  Society’s  Snowbird 
Workshop,  representing  a  range  of 
professional  backgrounds.  The  American 
College  of  Chest  Physician’s  conunittee  had 
only  nine  members;  (2)  the  American 
Thoracic  Society’s  recommended  standard 
was  presented  at  the  May  1977  annual  ATS 
meeting  and  published  in  the  August  1977 
ATS  News.  During  the  period  since  May  1977, 
the  ATS  recommended  standards  have  been 
open  for  comment.  It  has  only  been  very 
recently  that  any  objections  have  been  raised 
concerning  the  ATS  reconunended  standards, 
(3)  the  ACCP  standard  was  only  recently 
published;  (4)  each  of  the  ATS  statements 
which  concern  equipment  requirements  is 
followed  by  a  rationale  which  most  often  is 
based  on  actual  data  and  not  merely  opinion, 
and  (5)  while  there  are  a  few  spirometers 
which  will  not  meet  these  equipment 
requirements  NIOSH’s  preliminary 
spirometer  testing  results  indicate  that  many 
spirometers  will  meet  these  requirements, 
and  at  least  two  are  “office”  type  spirometers 
costing  less  than  $1,000.00.  The  most 
equitable  method  of  determining  if 


spirometers  meet  the  requirements  is  to  test 
all  spirometers  using  the  same  testing 
protocol.  The  NIOSH  testing  protocol  will  be 
available  for  spirometer  manufacturers’  input 
and  comment  before  it  is  implemented. 
Having  each  manufacturer  submit 
dociunentation  would  place  an  undue 
hardship  on  the  spirometer  manufacturers 
and  would  be  difficult  to  administer.  NIOSH’s 
experience  with  the  testing  of  spirometers 
indicates  that  the  testing  protocol  would 
require  very  little  testing  effort  and  would  be 
simple  to  administer.  NIOSH  currently  has 
available  advance  spirometer  testing 
equipment  which  has  been  previously  used  in 
research  programs  and  is  suitable  for  routine 
spirometer  testing,  (b)  The  Department  has 
reduced  the  acceptable  variability  between 
tracings  from  the  FEVi  from  10  percent  to  5 
percent  in  conformance  with  the  recent 
recommendations  of  the  ATS.  The  accuracy 
requirement  of  3  percent  is  based  on  the  ATS 
recommended  requirement  of  3  percent.  This 
requirement  is  based  on  data  which  indicate 
that  the  within-subject  biological  variability 
of  repeated  measurements  of  the  FEVi  is 
approximately  3  percent  NIOSH’s 
preliminary  testings  of  spirometers  indicate 
that  a  majority  of  spirometers  currently 
manufactured  will  meet  the  3  percent 
accuracy  requirement  The  standard  uses 
FVC  instead  of  static  volume  since  FVC  is  the 
measurement  of  interest  (c)  Inertia  is  defined 
in  the  resistance  requirement  of  (l)(iii);  that 
is,  higher  inertia  will  produce  a  higher 
resistance  measurement  at  12  liters  per 
second  with  a  simulated  FVC  maneuver.  The 
minor  details  of  resistance  measurement  will 
be  covered  in  the  NIOSH  spirometery  testing 
protocol  It  should  be  obvious  that  the 
pressure  pick  up  point  for  measurement  of 
resistance  would  be  at  the  mouthpiece  or  the 
point  at  which  the  patient  is  attached  to  the 
instrument,  (d)  'The  tracing  sensitivity 
requirement  is  derived  from  the  report  of  the 
ATS  Snowbird  Workshop.  This  requirement 
is  only  the  minimum  sensitivity  necessary 
and  the  Department  urges  that  a  more 
sensitive  recorder  be  used  when  possible,  (e) 
The  ATS  has  recently  revised  its  standard  in 
this  area  and  (l)(viii)  has  been  changed 
accordingly.  (Q 1116  FEVi  accuracy 
requirement  is  identical  to  the 
recommendation  of  the  ATS  Snowbird 
Workshop.  The  ATS  3  percent  accuracy 
requirement  is  based  on  actual  data  and  the 
biological  variability  of  the  FEVi  (which  is 
approximately  Vt  of  the  FEV  25-75  percent). 

(g)  The  Department  agrees  that  calibration  of 
the  spirometer  before  each  day’s  use  is 
important  For  this  reason  the  Department 
has  also  recommended  the  ATS  3-liter 
calibrating  syringe  procedure.  Any 
calibrating  source  should  be  at  least  3  times 
more  accurate  than  the  accuracy  of  the 
device  being  calibrated.  Therefore,  the  3-liter 
calibrating  syringe  should  be  accurate  to 
within  ±30  ^  or  1  percent  of  full  scale 
volume.  The  calibrating  device  described  by 
the  commenter  is  only  manufactured  by  the 
commenter’s  company.  It  would  be 
impractical  to  require  this  device’s  use.  (h) 

The  time  measurement  used  in  determining 
FEVi  can  be  checked  with  a  stop  watch  and 
careful  monitoring  of  the  chart  speed,  thereby 
verifying  the  tracing  time  base  accuracy.  In 
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addition,  large  syringes  with  simultaneous 
measurement  of  the  time  taken  to  empty  a 
predetermined  volume  into  a  spirometer  are 
now  available.  These  techniques  are  capable 
of  being  employed  in  the  field,  (i)  The 
requirements  of  this  subpart  are  in 
accordance  with  the  recommendations 
contained  in  the  Snowbird  Workshop,  and 
the  frequency  response  requirement  of  that 
Workshop  has  been  actually  lowered  from 
eight  to  four  Hertz,  upon  the  advice  of 

NIOSH.  The  requirement  for  a  higher  ^ 

frequency  response  has  been  demonstrated 

by  research  studies  which  are  referenced  in 

the  ATS  recommended  standard.  In  general, 

the  high  frequency  response  test  is  needed  to 

detect  those  spirometers  with  an 

unacceptable  amount  of  overshoot.  However, 

aside  from  the  two  cycle,  suggestion,  NIOSH . 

is  seriously  considering  the  recommendations 

of  the  first  two  commenters,  and  if  in  the 

future  NIOSH  recommends  the  use  of  the 

MW  testing  symbol  described,  the  regulation 

will  be  amended.  “Hertz”  is  defined  in  *  . 

Webster's  New  World  Dictionary  as  "the 

international  unit  of  frequency,  equal  to  one 

cycle  per  second.”  Since  the  regulation  refers 

to  frequency,  the  unit  “Hertz”  is  entirely 

appropriate,  (j)  Either  an  “open”  or  “closed” 

spirometry  system  is  acceptable  and  the 

wording  of  the  regulation  has  been  changed 

to  so  indicate,  (k)  The  original 

recommendations  of  the  American  Thoracic 

Society's  Snowbird  Workshop  was  "the  two 

best  of  three  acceptable  curves  should  not 

vary  by  more  than  10  percent  of  reading,  or 

100  ml,  whichever  is  greater."  The 

Department  of  Labor  criteria  were  identical 

to  the  ATS's  original  recommendations.  Very 

recently,  however,  the  ATS  has  modified  its 

recommendations  to  read  "the  two  best  of  the 

three  acceptable  curves  should  not  vary  by 

more  than  ±5  percent  of  reading  or  ±100  ml, 

whichever  is  greater.”  The  regulation  has 

been  changed  to  conform  with  the  latest  ATS 

recommendation.  The  regulatory 

requirements  are  still  less  stringent  than 

those  proposed  by  the  commenter  as  the 

Department  does  not  believe  that  the 

requirements  should  be  more  stringent  than 

those  proposed  by  the  Snowbird  Workshop. 

(1)  The  wording  of  subparagraph  (l)(xi) 
implies  a  12  to  15  second  period.  'Dierefore, 
subparagraph  (2](iii)(A)  has  been  changed 
accordingly,  (m)  The  Department  agrees  with 
the  recommendation  of  this  commenter  and 

(2) (iv)  has  been  changed  accordingly,  (n)  The 
unit  of  measurement  for  the  MW  is  liters  per 
minute.  In  order  to  calculate  liters  per  minute 
from  a  12  second  sample,  the  reported  figure 
must  be  multiplied  by  five.  Therefore,  no 
change  is  necessary. 
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Comments  received:  (a)  One  commenter 
states  that  it  was  not  clear  why  the  normal 
values  of  Knudson  were  chosen  because  (1) 
the  data  was  collected  among  a  white,  non¬ 
smoking  population  which  is  not  necessarily 
representative  of  coal  miners,  and  (2)  the 
data  pertain  to  flow  volume  loops  obtained 
with  a  pneumotachograph.  One  commenter 
suggests  that  Kory's  standards  be  used,  (b) 
Some  people  criticize  the  values  in  the  tables 
as  being  too  high,  others,  as  being  too  low. 
The  standards  suggested  as  a  basis  for 
disability  determination  range  from  40-70 
percent  of  predicted  normal.  Several 
commenters  recommend  that  special 
consideration  be  given  to  those  miners  whose 
values  fall  between  55  and  60  percent  of 
predicted  normal,  (c)  One  commenter  states 
that  it  is  wholly  incorrect  to  apply  the  same 
predicted  volumes  to  both  black  and  white 
subjects  since  it  has  been  shown  that  blacks 
of  the  same  age  and  height  have  lung  volumes 
which  are  12  to  15  percent  smaller  than 
whites,  (d)  One  commenter  states  that  it 
should  be  left  up  to  respiratory  physiologists 
to  choose  the  percent  of  disability  or  to  allow 
the  examining  physician  to  refer  to  the 
American  Medical  Association’s 
classifications  of  respiratory  impairment. 

Discussion  and  changes:  (a)  Knudson's 
values  were  chosen  over  those  obtained  in 
other  studies  because  the  Knudson  study  is 
the  only  one  which  includes  females,  and 
thus  has  separate  prediction  equations  for 
women.  There  are  now  approximately  1,000 
women  working  in  our  nation's  coal  mines. 
Knudson  also  utilized  equipment  and 
methods  in  his  investigation  which  conform 
closely  to  those  proposed  in  Appendix  B.  The 
spirometer  and  the  pneumotachograph 
provide  equivalent  figures,  and  therefore,  the 
comment  concerning  the  different 
instrumentation  used  by  Knudson  is  not  a 
significant  objection.  One  commenter 
compared  five  different  tables  of  normal 
values  for  the  FEVi  and  found  that  the 
deviation  in  each  study  from  the  jnean 
obtained  from  all  of  the  studies  was  in  the 
neighborhood  of  2  percent.  Although  some 
commenters  have  questioned  the 
applicability  of  the  Knudson  values  to  the 
working  coal  miner  population,  the 
applicability  of  Knudson's  study  is  verified 
by  the  remarkable  similarity  of  his  results  to 
those  of  Petersen,  who  studied  working  coal 
miners.  The  Department  has  decided  to  use 
tables  derived  from  Knudson,  rather  than 
from  Kory,  since  Kory’s  standard  prediction 
equations  included  both  smokers  and  non- 
smokers.  Since  the  results  of  Kory’s  study 
were  published,  it  has  been  shown  that 
smokers  do  not  have  normal  lung  functions. 
Therefore,  Knudson’s  values  are  preferable. 

(b)  The  Department  disagrees  that  a  standard 
other  than  60%  of  predicted  normal 
pulmonary  capacity  should  be  adopted  in  the 
final  Tables  as  the  standard  for  total 
disability.  In  comments  and  testimony, 
recommendations  for  a  total  disability 
standard  ranged  from  40%  to  60%  of  predicted 
normal  pulmonary  capacity,  with  nowhere 
near  a  consensus  on  any  one  figure. 
Representatives  of  the  group  of  physicians 
which  originally  proposed  the  60%  standard 
reaffirmed  their  support  for  that  figure. 
Although  a  number  of  physicians  associated 


with  coal  company  interests  contended  that 
such  a  standard  would  be  too  liberal,  others 
from  this  group  failed  to  criticize  it.  Because 
there  is  substantial  expert  support  in  the 
record  for  the  60%  figure,  and  because  there 
is  legitimate  doubt  that  a  stricter  standard 
will  be  an  accurate  and  equitable  measure  of 
total  disability,  the  Department  will  retain  the 
originally  proposed  60%  standard  in  the  final 
Tables,  (c)  The  Department  acknowledges 
that  studies  have  documented  that  the  FVC 
and  the  FEVi  of  black  males  are  somewhat 
lower  than  those  for  white  males  of  the  same 
age  and  height.  However,  imtil  a  separate 
prediction  equation  based  on  a  large  study  of 
normal  blacks  is  formulated,  totally  accurate 
tables  for  blacks  cannot  be  prepared.  Until 
such  a  study  has  been  conducted,  the 
Department  feels  that  it  is  appropriate  to 
apply  the  same  table  to  blades  and  whites. 
'Dierefore,  no  change  is  necessary,  (d)  The 
determination  that  a  claimant  is  or  is  not 
totally  disabled  is  a  legal  condusion  to  be 
made  by  the  appropriate  adjudication  officers 
(see  S  718.206).  What  this  conunenter 
suggests  is  that  this  legal  conclusion  should 
be  made  by  the  respiratory  physiologist  or 
examining  physician.  Such  a  suggestion  is 
inappropriate,  and  thus,  no  change  has  been 
made. 

Appendix  C — Blood-Gas  Tables 

The  following  tables  set  forth  the 
values  to  be  applied  in  determining 
whether  total  disability  may  be 
established  in  accordance  with 
§§  718.204(c)(2)  and  718.305  (a),  (c).  The 
values  contained  in  the  tables  are 
indicative  of  impairment  only.  They  do 
not  establish  a  degree  of  disability 
except  as  provided  in  |  §  718.204(c)(2) 
and  718.305  (a),  (c)  of  this  subchapter, 
nor  do  they  establish  standards  for 
determining  normal  alveolar  gas 
exchange  values  for  any  particular 
individual. 

A  miner  who  meets  the  following 
medical  specifications  shall  be  found  to 
be  totally  disabled,  in  the  absence  of 
rebutting  evidence,  if  the  values 
specified  in  one  of  the  following  tables 
are  met: 

(1)  For  arterial  blood-gas  studies 
performed  at  test  sites  up  to  2,999  feet 
above  sea  level: 


Arterial  ,0, 

Arterial  ,C0,  (mm  Hg)  equal  to  or  less 

than  (mm  Hg) 


25  or  below .  75 

26  .  74 

27  73 

28  72 

29  71 

30  70 

3t  69 

32  68 

33  67 

34  66 

35  '  . .  65 

36  64 

37  63 

38  62 

39  61 

40-49  60 

Above  50 .  (') 


'  Any  value. 


(2)  For  arterial  blood-gas  studies 
performed  at  test  sites  3,000  to  5,999  feet 
above  sea  level: 


Arterial  ,COi  (mm  Hg) 


Arterial  ,0> 
equal  to  or  less 
than  (mm  Hg) 


25  or  below. 

26  . . 

27 

28 

29 

30 

31 

32 

33 

34  . 

35  . 

36  . 

37  . 

38  . . 

39  . 

40-49 . 

Above  50 . 


70 

69 

68 

67 

66 

65 

64 

63 

62 

61 

60 

59 

58 

57 

56 

55 

(’) 


’Any  value. 

(3)  For  arterial  blood-gas  studies 
performed  at  test  sites  6,000  feet  or  more 
above  sea  level: 


Arterial  ,CO,  (mm  Hg) 


Arterial  >0. 
equal  to  or  less 
than  (mm  Hg) 


65 

26  . 

64 

97  . 

63 

62 

29  _ _ _ 

61 

an  . 

60 

59 

ao 

58 

aa 

57 

ru  ‘  . 

56 

afi  . 

55 

36  -  _ 

54 

a?  . . 

S3 

38  . . . - . . 

52 

an  .  . 

51 

40-49 . . . -  .  . 

SO 

(*) 

’  Any  value. 


Comments  received:  (a)  Some  comments 
were  received  questing  the  validity  of  oxygen 
pressure  for  disability  evaluation.  One 
commenter  notes  that  arterial  blood-gas 
analysis  correlates  poorly  with  physiological 
disability,  (b)  Many  comments  were  received 
suggesting  that  altitude  afreets  blood  gas 
levels  and  that  the  correction  suggested  in 
Appendix  C  for  altitude  was  inadequate. 

Several  commenters  state  that  age  is  a 
significant  factor  in  evaluating  blood  gas  test 
results.  One  commenter  notes  that  the  cutofr 
point  of  60  mm  Hg  for  pO*  at  higher  altitudes 
*  is  too  liberal  since  perfectly  normal  persons 
of  age  80  may  have  arterial  blood  oxygen  gas 
tensions  of  60  mm  of  mercury.  Another 
commenter  states  that  breath  holding  can  > 
lower  pO]  significantly,  (c)  Several  I 

commenters  believe  that  the  values  are  too  | 
liberal.  Another  comment  suggests  that  the 
standards  of  Appendix  C  be  liberalized  five 
points.  One  comment  received  was  that  the 
provision  of  presumptive  proof  of  total  i 

disability  in  all  cases  in  which  the  pC02  I 

reading  is  above  45  mm  Hg  should  be 
removed  and  that  there  should  be  pH  table  ! 
listed  in  the  Appendix. 


I 
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Discussion  and  changes:  (a)  The 
Department  acknowledges  the  di^iculty  of 
relating  the  level  of  arterial  oxygen  tension  to 
the  degree  of  disability.  Despite  lack  of  a 
well-defined  quantitative  relationship,  such 
measurements  are  helpful  in  the  evaluation  of 
impairment,  particularly  when  the  ventilatory 
test  results  are  inconsistent.  The  Department, 
therefore,  believes  that  it  is  acceptable  to 
determine  a  level  of  arterial  oxygen  tension 
below  which  a  claimant  can  be  considered  to 
be  disabled,  (b)  The  Department  agrees  with 
the  testimony  that  altitude  signiHcantly 
affects  arterial  blood  gas  levels  and  that 
arterial  blood  oxygen  falls  even  in  persons 
with  normal  lungs  as  they  ascend  in  altitude. 
For  this  reason,  to  indicate  signiflcant 
impairment  when  measured  at  altitude,  a 
lower  arterial  oxygen  tension  must  exist  than 
would  be  necessary  if  the  test  were  done  at 
sea  level.  However,  the  relationship  between 
the  lowering  of  arterial  oxygen  tension  and 
altitude  is  complex  because  of  the  fact  that 
the  human  body  has  compensatory 
mechanisms.  Thus,  one  does  not  see  a 
straight-forward  linear  lowering  of  arterial 
blood  oxygen  tension  as  the  oxygen  pressure 
in  the  atmosphere  decreases  with  altitude. 
Consequently,  the  Department  has  decided  to 
utilize  a  relatively  simple  sliding  scale  which 
designates  only  three  altitude  levels.  The 
Department  believes  that  this  is  an 
acceptable  and  valid  compromise,  which 
takes  into  account  the  effect  of  altitude 
without  becoming  overly  complicated.  The 
Appendix  has  been  accordingly  revised. 
Appendix  C-1  applies  to  arterial  blood-gas 
studies  performed  at  test  sites  up  to  2,999  feet 
above  sea  level.  Appendix  C-2  applies  at  test 
sites  between  3,000  and  5,999  feet  above  see 
level.  Appendix  C-3  applies  at  test  sites  at 
6,000  or  more  feet  above  sea  level.  The 
comments  which  note  that  blood  gas  tensions 
vary  with  age  are  valid.  It  would,  however, 
become  increasingly  complicated  if  the 
Department  were  to  also  formulate  a  sliding 
scale  based  on  age.  Since  altitude  has  a 
greater  effect  on  oxygen  blood  tension  than 
does  age,  the  Department  is  of  the  opinion 
that  it  is  entirely  appropriate  to  determine  a 
level  of  arterial  oxygen  tension  below  which 
the  claimant  can  be  considered  to  be 
disabled  regardless  of  his  age.  In  this  context, 
the  more  pressing  question  is  whether  the 
levels  listed  in  the  Department's  original 
proposal  are  too  liberal  to  account  for  the 
factor  of  age.  As  pointed  out  by  one 
commenter,  perfectly  normal  persons  of  pge 
80  may  have  arterial  blood  oxygen  tensions 
of  60  mm  of  mercury.  Thus,  in  the  case  of 
older  claimants,  a  claimant  who  has  normal 
level  of  arterial  oxygen  tension  for  his  or  her 
age  could  meet  the  levels  previously  listed  in 
this  appendix.  As  many  claimants  are  in  the 
older  age  groups,  the  previous  table  was  not 
appropriate,  llius,  the  Department  has 
changed  the  arterial  blood  gas  values  with 
the  belief  that  these  changes  represent  a 
pragmatic  approach  to  disability 
determination.  The  changes  adopted  by  the 
Department  reasonably  take  into  account  the 
effect  that  factors  such  as  breath  holding 
might  have  on  arterial  blood  gas  results,  (c) 

The  Department  has  seriously  considered  foe 
comments  that  state  that  the  table  should  be 
liberalized  and  those  that  state  that  it  should 


be  more  strict.  Based  upon  its  review  of  the 
comments  and  the  recommendation  of 
experts,  the  Department  has  revised  the 
table.  The  Department  is  of  foe  opinion  that  it 
is  not  valid  to  provide  for  presumptive  proof 
of  total  disability  in  all  cases  in  which  foe 
,COi  reading  is  greater  than  45  mm  Hg. 
Because  a  normal  person  could  establish  a 
level  of  pCOi  greater  than  or  equal  to  45  mm 
Hg  merely  by  holding  his  or  her  breath  for  a 
very  brief  period  of  time  prior  to  foe  blood 
sample  being  drawn,  it  is  inappropriate  to 
provide  for  presumptive  proof  to  total 
disability  in  ail  such  cases.  The  Department 
has  thus  decided  to  adopt  a  value  of  50  mm 
Hg  pCOt  in  order  to  establish  disability 
independent  of  the  pOa.  This  level  would  not 
be  likely  to  occur  in  a  normal  person  and  is 
less  likely  to  be  achieved  by  a  person  merely 
holding  his  or  her  breath  prior  to  the  drawing 
of  a  blood  sample.  It  is  also  a  level 
sometimes  seen  in  active  people  with  lung 
disease  who  are  not  totally  disabled.  Thus,  it 
still  gives  foe  miner  foe  beneflt  of  foe  doubt. 
The  Department  does  not  agree  that  pH 
values  should  appear  in  foe  tables.  It  is 
required  that  foe  pH  be  reported  with  the 
values  of  pOa  and  pCOa  and  foe  Department 
intends  that  it  will  be  used  more  as  a  check 
on  the  validity  of  foe  results  than  as  an 
independent  factor  to  determine  disability.  In 
foe  steady  state  condition,  even  persons  with 
severe  respiratory  impairment  generally 
maintain  their  blood  pH  within  normal  limits, 
or  very  nearly  so. 

Signed  this  25th  day  of  February  1980  at 
Washington,  D.C. 

Ray  Marshall, 

Secretary  of  Labor. 
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